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GEORGE P. LARRICK Reports 


Progress of the 1938 Federal 
Food, Drug, and Cosmetic Act 


This Speech Was Presented at the Annual Meeting, 
Division of Food, Drug and Cosmetic Luw, American 
Bar Association, Chicago, Illinois, on August 17. 
Charts Illustrating Mr. Larrick’s Talk Are Repro- 
duced by Courtesy of Food and Drug Administration 


T IS MY PRIVILEGE as the new Commissioner to make the 

annual report of the Food and Drug Administration to the Divi 
sion of Food, Drug and Cosmetic Law of the American Bar Associa 
tion. We regard this task as an important responsibility because the 
American public, industry generally and the enforcement agency 
must look to you as officers of the courts who are particularly skilled 
and conversant with food and drug legislation and problems to see 
to it that the law as administered serves the purposes for which 1 
was designed. 

We are taking the liberty in our appearance today to make a 
somewhat different presentation than has been made in the past. We 
shall attempt to present an inventory of the assets, liabilities and 
responsibilities of the Food and Drug Administration at this time. 

As you know, sound food and drug legislation is essential to the 
protection of consumers. Congress in 1906 enacted the original Pure 
Food and Drug Law. From time to time, as new problems arose o1 
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Mr. Larrick Is the Newly Appointed 
Commissioner of Food and Drugs 





as loopholes were found in the statute, appropriate amendments 
were enacted. By 1933, technological changes and other new develop- 
ments in the production and distribution of foods, drugs and cosmetics 
had made the 1906 law obsolete. 

After five years of legislative consideration, the comprehensive, 
modern 1938 law was enacted. It provided expanded protection of 
the public. Cleanliness in the production, manufacture and distribu 
tion of foods, drugs and cosmetics was required. Fcod standards 
having the force and effect of law were authorized. No “new drug” 
could be merchandised in interstate commerce until its safety was 
demonstrated. Informative labelings became a necessity and _ this 
law of 1938, as you experts well know, included many other requirements 
protective of the consumer and, therefore, helpful to legitimate industry. 

Since 1938, Congress has repeatedly amended this Act to deal 
with new problems as they arose. Examples are the amendment 
dealing with the certification of antibiotics and insulin, the Durham 
Humphrey Amendment prohibiting over-the-counter sale of dangerous 
drugs, the amendment dealing with the authority to make factory 
inspections, the Hale Amendment to simplify the promulgation of 
food standards, and the most recent amendment establishing a 
simplified procedure by means of which safe tolerances for useful 
pesticides may be set. 


All this adds up to the fact that on the whole the law has been 


kept abreast of current problems and is a reasonably adequate 


instrument of consumer protection. These amendments, desirable as 
they are, are not, however, self-enforcing. Each adds significantly to 
the task of enforcing the statute. 

Every person in the United States has a right to expect that this 
law will operate for his protection. In 1910 the population of the 
United States was 92 million, and only 65 per cent of this 92 million 
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lived in cities and towns. The other 35 per cent lived on farms, where 
they grew most of their own foods. By 1952 the total population 


receiving protection under this statute had grown to 157 million, 
85 per cent of whom lived in cities and towns. Thus, the number of 
consumers entitled to protection had increased very substantially 
during this period. 

The production of the farms of the United States is another yard 
stick for measuring the increase in basic commodities subject to this 
law. If we assume that the average farm production during the 
period from 1935 to 1939 will be arbitrarily assigned the figure of 100, 
you will find that total farm production arose from about 105 in 1935 
to 125 in 1950. Actually, production of such basic raw commodities 
as vegetables, food grains, poultry and eggs increased from 25 to 
75 per cent. 

The growth in the production of raw food materials does not 
adequately portray the growth of interstate commerce in commercially 
processed foods and drugs. Let us take one class of foods as an 
example. In 1920, food for babies was largely prepared in the kitchen 
The mother had a choice of breast milk, cow’s milk or, perhaps, 
evaporated or other canned milk for the child’s basic food. Any 
strained vegetables or fruits that she fed the infant she prepared in 
her own kitchen. The same was true of the egg volk and other 
proteins necessary to the child’s diet. 

The food industry recognized the need for an improved and 
diversified diet for babies, and began the development of prepared 
packaged baby foods. The first to appear were modified milk prepara 
tions which were made to simulate mother’s milk as closely as pos 
sible. Packaged vitamin preparations next appeared, and thus made 
it easy to insure the presence of these essential nutrients in the diet. 
The average housewife no longer prepares strained fruits, vegetables 
or cereals in her kitchen; instead, she buys them packaged in tins or 
glass. [Even the necessary proteins, such as egg yolk, which the child 
must have, are no longer prepared at home, but are purchased 
packaged in a form ready for use. 

All of these technical advances are desirable developments and 
add greatly to the convenience of the housewife, but each added step 
in the preparation of these finished foods increases the possibility of 
accidents and errors. Thus, both the manufacturer and the Food and 
Drug Administration must guard against chemical or bacterial poisons. 
They must see to it that sanitation is adequate and that contamina 
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tion, filth and spoilage are avoided. Finally, it is important that the 
statements made in the labeling be truthful. These problems are 
not theoretical. During the past year, four different prepared baby 
foods for one reason or another had to be removed from the market. 

Similar technological changes have occurred in many classes of 
food. Shrimp is an example of the developments in the frozen-food 
field. In 1920 only fresh and canned shrimp were available. Fresh 
shrimp is a highly perishable product and, even when held in ice, the 
areas to which it could be marketed were limited. With the develop 
ment of quick freezing, frozen shrimp became available for shipment 
through the entire Nation. 


Still another improvement which lessened the task of housewives 
in preparing food for the table was the production of frozen peeled 
cooked shrimp, followed by frozen breaded shrimp and, finally, 
frozen breaded cooked shrimp. The housewife who works in an 
office all day can now have a shrimp dinner simply by opening the 


package and warming the contents in the oven. 


Task of Industry and FDA Grows 


Again, however, additional handling of the product increased 
the opportunities for accidents. Industry and the Food and Drug 
Administration must guard against contamination with dangerous 
bacteria, insanitation and decomposition, and must make sure that 
the labeling is truthful. 

Increasingly complex manufacturing operations characterize almost 
all our food industries. During the last seven years the output of 
frozen foods has more than tripled. In 1939, the average large retail 
grocer carried 1,000 items; today the same store carries 5,000 items. ~ 

Similar changes in the importance and variety of drug products 
have also occurred since the Food, Drug, and Cosmetic Act of 1938 
was enacted. It is estimated that 50 per cent of the medicines pre- 
scribed by physicians today were unheard of 15 years ago. Drugs are 
more potent and more powerful, and can also be more harmful if they 
are impure or not of the proper standard. 

In contrasting 1939 with 1952, we find that in the field of 
endocrines, such as hormones, ACTH and cortisone, where $10 million 
worth were produced in 1939, the output had grown to $90 million 
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in 1952. Antibiotics had not been heard of in 1939, but their value at 
the manufacturer's level had grown to $160 million by 1952. 


The growth in production of drugs like the sulfonamides has been 
spectacular, and has imposed much greater responsibility on the Food 


and Drug Administration. 


To discharge these enforcement responsibilities under the Act, 
the Food and Drug Administration now employs a total of 789 people. 
In addition, 172 positions are budgeted to deal with certification 
services. Of the enforcement personnel, a field staff of 540 includes 
approximately 210 inspectors and 153 chemists. The Washington 
offices include 112 scientists, 38 people involved in administration, and 
the necessary complement of clerks, laboratory helpers, etc. 

Since adequate enforcement of the Food, Drug, and Cosmetic Act 
in all its aspects is an obvious impossibility with the staff available, 
it is essential to establish priorities for work allocation. We plan, 
therefore, to give attention, first, to problems involving hazards to 
health ; second, to violations involving decomposition, filth and insani 
tation; and, third, to violations which constitute economic cheats, such 
as short weight, water substituted for valuable food, substandard foods 


and other similar violations. 


Using these priorities results in the allocation of 29 per cent of 
our staff time to drugs, 67 per cent to foods and a very small per 
centage to cosmetics, colors, etc. Because of the limitation of our 
facilities we find that we must devote almost all our time to programs 
dealing with hazards to health and those involving insanitation, filth 
and decomposition, For the most part, we must ignore violations 
involving economic cheats. 

Educational work and cooperation with consumer, scientific and 
industry groups is a very important part of food and drug law enforce 
ment. The objectives include obtaining the greatest possible volun- 
tary compliance by manufacturers and shippers. To the extent that 
consumers understand the law, they will get more out of it. We must 
have the cooperation of scientific groups, physicians, bacteriologists, 
chemists and others. We must establish lines of communication and 
liaison with state and local food and drug officials, and with all 
segments of industry. These objectives are achieved by advice, pub 
lished articles, interviews, correspondence, enforcement procedures, 
conversations between management and the inspectors at the time of 
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factory visits, hearings, and many informal discussions at trade meet- 
ings and elsewhere. 

In taking an inventory of the effectiveness of this law, in which 
this group has shown such a great interest, it is noted that there are 
96,000 establishments that manufacture, warehouse, or otherwise deal 
extensively in foods, drugs or cosmetics in interstate commerce ; 17,000 
of these are in the field of cereal and flour ; 13,000 are in the dairy busi 
ness. So it goes with vegetables, fruits, bakery products, spices, fish, 
and the whole gamut of foods, drugs and cosmetics. In addition to 
the 96,000 establishments which do a large interstate business, the law 
deals to some extent with the practices of 55,000 retail drugstores and 
525,000 public eating places. The statute further provides that foods, 
drugs and cosmetics imported from abroad shall be inspected at the 
ports of entry. 


New Drugs as Example 
In this brief review of a few of the important administrative 
responsibilities under the statute, we choose the handling of new 
drugs as an example. It is the manufacturer’s responsibility to make 


comprehensive chemical texts so that he will know that each batch of 
the new drug is of identical composition. He then makes tests on 
animals to determine the harmful effects, if any, of the new drug 
Finally, the manufacturer tests the product on a relatively small 
number of people. 


All of this scientific evidence is accumulated and submitted to the 
Medical Division for review. If the physicians, chemists, pharma 
cologists and others who review the data believe it to be safe, the new 
drug is released for sale. 

Unfortunately, science has not as yet devised test procedures 
which duplicate in every way the hazards which may manifest them- 
selves when a new drug is administered to millions of people. Side 
effects which occur only once in every 5,000 or 10,000 people may be 
missed in the pilot test. These side effects may, however, be serious and 
may even result in death, so the Food and Drug Administration’s responsi- 
bility for new drugs does not stop when the new-drug application is 
made effective. Instead, if it is to discharge its full responsibility, 
the drug must be followed to the hospital and to the physician's office 
so that a reappraisal can be made as to its safety under actual con- 
ditions of wide-scale use. 
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In spite of the care exercised by food and drug manufacturers, 
human errors and carelessness are never completely overcome. Dur- 
ing the fiscal year 1953, on 40 different occasions dangerous drugs had 
to be recalled from the market. Some of these were drugs, for injec- 
tion, which contained living bacteria; others were seriously deficient 
in strength; and still others were mislabeled, usually because the 
wrong label had been placed on the packages. 


Problem Is Common to Food and Drugs 

The same general problem arose 12 times in the food field. Here 
the dangers were related to chemical poisoning, some involved 
bacteriological contamination and, in one instance, illness resulted 
from a nutritional deficiency. Our technique for dealing with this 
type of problem has changed over the years. 

Today, when, through factory inspection, complaint or otherwise, 
a product is suspected, a prompt check of samples is made. If the 
suspicion is confirmed, the firm involved is advised, and it is invited 
to join with us in taking whatever action is necessary to remove the 
product from the market in the shortest possible period of time. The 
circumstances of distribution determine whether or not press releases, 
radio announcements, or notification of specified groups, such as 
physicians, is the proper procedure to follow. In any event, after it 
appears that the firm has removed the dangerous product from the 
market, the Food and Drug Administration makes spot checks through 
out the Nation or whatever portions of it are involved to appraise the 
efficiency of the recall. 

The second most important area of work involves insanitation, 
filth and decomposition. During each week of the 1953 fiscal year 
111 tons of unfit food were seized and removed from trade channels 
because the food was either rodent defiled, insect infested or decomposed. 


Year's Factory and Import Inspections Summarized 


This brings us to the scope of accomplishments under this law. 
During the year we inspected 9 per cent of the 96,000 establishments 
subject to inspection. Thus, it will take us between 11 and 12 years 
to cover them all. A review of the factory inspections made led to 
follow-ups whereby 18,350 samples from interstate shipments were 
collected; 18 per cent of these samples were found to be so seriously 
in violation of the law as to require their reference to the federal courts. 
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Much the same picture is presented in the case of imports. Dur- 
ing the year 327,500 lots of foods, drugs and cosmetics were offered 
for importation into the United States. Our facilities permitted us to 
inspect 10 per cent of them. This meant that we sampled about 32,000 
lots, 16 per cent of which were seriously illegal and were denied entry. 
These percentages are not, of course, representative of the percentage 
of our total food and drug supply which is illegal. The samples were 
selected from shipments most likely to violate the law. It is obvious, 
however, that even on this basis the percentage of illegal products 
is too high. 


One final comment on the facilities available for the enforcement 
of this law: You have seen the growth of responsibilities during the 
period since the 1938 Act became law. Actually, it became fully effec- 
tive in the fiscal year 1940. At that time there was a total of 783 
people available to enforce the law. Today we have a total of 789 people. 


[The End] 


DL 





New Hampshire Food 
and Drug Law 


By GILMAN K. CROWELL 


What Food-Drug Control Problems Confront the Small-State Health 
Departments? How Much Can Enforcement Be Improved by Inter- 
agency Cooperation and by Uniform Standard-Making Among States? 


REQUENTLY ONE HEARS the comment among the regu- 

latory food and drug officials of smaller-populated states that for 
their states to adopt the uniform food, drug and cosmetic law would 
so burden them with complications—due to the lack of adequate 
inspectional, medical and other professional staff personnel—that 
sooner or later regulatory enforcement would become so complicated 
it would likely get out of hand. While some of their numerous argu 
ments against the adoption of such legislation bear merit, it has 
become universally recognized among food and drug officials that 
no regulatory program can be effectively carried out without the 
backing of adequate laws and authority of the regulatory agency to 
promulgate up-to-date governing regulations. 

Food and drug control work in New Hampshire is vested in the 
state department of health. Like many of our other small states, 
food and drugs represent only a portion of the work itinerary. In 
addition to food and drug work, other duties involve activity in the 
fields of dairy sanitation, institutions, public and private school in- 
spectional work, bedding and upholstered furniture, slaughterhouses, 
meat-packing and refrigerator plants, and garbage- and refuse-disposal 
inspections, as well as a host of others. 

In planning a program for such a variety of work it is not difficult 
to see that each item receives only a, fraction of the time that should 
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be expended properly to police the industry. New Hampshire is 
further unique in that we boast of the size of our legislative body, 
being one of the numerically largest in the world. While the size 
of our legislature may tend to better representation of the populace, 
it also presents a problem to one who seeks passage of legislation 
which directly affects the consuming public. 


A review of the old province and Revolutionary period laws of 
New Hampshire reveal that in some degree food and drugs have been 
regulated since 1719. In that year a series of laws was enacted govern 
ing the deceptive packing of meat, pork and fish. In 1792 a law was 
passed permitting the importation of unadulterated drugs from Massa 


chusetts. In 1797 laws were passed requiring each county to appoint 


a sealer of weights and measures. In 1799 authority was granted 
the Town of Portsmouth to appoint a health officer. In 1802 a law 
was enacted requiring the inspection of butter and lard and, further, 
requiring that each container bear the name of the manufacturer, the 
letters NH and a declaration of net weight. During the same 1802 
legislative session, authority was granted to towns to appoint inspec 
tors, whose duties were to review the cleanliness of establishments 
which might be slaughtering and handling both beef and pork. In 
1805 the legislature established a standard of weight for a loaf of 
bread—that is, one-half-, one-, two- and five-pound loaves—and further 
stated that the wrapper must bear a declaration of the net weight and 
the initials of the baker. During the same 1805 legislative session, 
laws were enacted requiring the inspection of all exported pork. 
During the period of 1805-1852 few laws directly relating to foods 
and drugs were passed. However, in 1852 the legislature passed a 
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law prohibiting the adulteration of flour with Indian meal, and further 
provided for inspectors of flour who were paid the sum of one cent per 
barrel for carrying out the inspections. 

In 1860 laws were passed prohibiting the adulteration of milk by 
the addition of water and, further, the adulteration of drugs and 
medicines. During this same 1800 session a law was enacted whereby 
all adulterated and misbranded foods were subject, at the discretion 
of the courts, to forfeiture. Again, a lapse of nearly 50 years occurred 
before any further food and drug legislation was enacted. In 1907 
the federal Food and Drug Act of June 30, 1906, was enacted, and in 
1947 portions of the so-called federal Copeland Act of 1938 were 
passed. It took until 1953 to accomplish complete adoption of the 
Uniform States Act. The author, like many other small-state officials, 
experienced opposition to an attempted all-at-once passage of the 
uniform act. Experience has shown that once a legislative body has 
gained sufhcient confidence in a regulatory group, with proper educa 
tion and assistance from industry, opposition will soon disappear, 
provided a large budgetary increase does not accompany the pro 


posed legislation. 


Regulation-Making Supplements Legislation 
The New Hampshire State Board of Health has wide regulation 
making authority. It was not uncommon in the early 1900's that 


when the legislature failed to pass needed food and drug legislation 
the state board of health would, in turn, pass a regulation dealing 
with the same subject. For example, it wasn’t until 1953 that this 
state passed its first cosmetic law; yet, as far back as 1920, the state 
had numerous regulations dealing with the composition of eye tints, 
hair dyes, etc. In 1925 a largely attended, interesting and very in 
structive legislative hearing before the New Hampshire Senate public 
health committee on the so-called cosmetic bill was held. On this 
occasion it is reported that male representatives of the manufacturing 
and retail drug trade and the hairdressers’ association outnumbered 
the women present by five to one. The cosmetic feature was not 
dwelt upon by the opponents, the hearing being practically a sym- 
posium on the danger or lack of danger in the use of hair dyes and 
the need of ethics in hair-dyeing on the part of women. It was ob- 
vious, from the rank of male gray-heads, that they were not present in 
the interest of the preservation of any masculine liberties but were, 
rather, battling for the prerogatives of the gentler sex, while merely re 
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serving for themselves the very considerable profits which accrue from 
the sale to the latter of hair dyes or, more politely, hair restorers. The 
bill was designed to outlaw certain preparations containing harmful 
dyes and salts of lead, silver and mercury which in the early days of 
cosmetics had caused death and blindness to many of the innocent 
users. The representatives of the retailers argued that these prepara- 
tions were really out of date; yet at that time this department found 
many such preparations on the retail shelves of drugstores. At the 
end of the hearing one of the manufacturers is reported as saying: 

Whether or not we agree with the eminent der:natologist wno stated that the 
only sensible thing to do with gray hair is to admire it, we believe that the time 
has come when, for the sake of the beauty industry, cosmetics must be given a 
thorough housecleaning. 

Although the bill never did become law, the department outlawed 
such preparations by branding them as nuisances and by promulgating 
regulations which served to prohibit their sale. 


Adequate Laws a Basic Need 


While regulatory enforcement in the small states commences and 
never seems to end with the educating of the manufacturer, this should 
not tend to lead to the failure on behalf of the regulatory agency to 
demand adequate food and drug laws. Such laws are a basic need even 
though they may be referred to only in a casual manner during the 
initial inspectional period. 


The uniform state food and drug act does present some major 
problems to the regulatory officials when they deal with those courts 
which are presided over by lay judges. A lay judge will base his 
decision on the exact wording of the law. If the law spells out in 
simple terms just what constitutes a violation, no trouble will be 
experienced. While the 1906 Act had many deficiencies, the adultera- 
tion section spelled out in simple terms just what constituted adultera- 
tion. While we realize that it would be impractical to write into 
law every violation that would constitute adulteration, the lack of such 
wording does present a problem when one attempts to explain such 
violations to a lay judge. In fact, many states have experienced 
such difficulty that they have found it necessary to write major adulter- 
ation violations into their uniform law. I can recall that under our 
1907 law we never experienced any difficulty in prosecuting a sulfite- 
in-meat case. Yet when trying a similar case under our uniform law 
the lay judge just couldn’t understand why or how the sulfite made 
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the meat product appear better or of greater value, or what the loss 
of thiamin had to do with adulteration. 


Many states fail, when formulating their laws, to provide regula- 
tion-making authority. This is a basic necessity to those operating 
under the uniform law. Much valuable time is wasted if one ha~ io 
await a legislative session for the passage of reasonable changes which 
could easily be handled by a regulation, following an appropriate 
hearing with interested parties. 


Too little has been said on the value of cooperation amoung regu- 
latory agencies. The exchange of information concerning violations 
among all control agencies is highly valuable and has led to a more 
effective control of foods and drugs. FDA’s Division of State Co- 
operation has done much to disseminate pertinent information to the 
states. This information, though highly valuable, usually reaches 
the state too late to be of any effective use. We realize that this late 
reporting by FDA cannot be avoided, since the dissemination of such 
information might materially affect the outcome of pending cases. 
The Association of Food and Drug Officials of the United States, at 
their Des Moines meeting, discussed this problem, and it was sug- 
gested that a newsletter circulated periodically might be of value in 
informing all states just what problems were being encountered 
throughout the country. Such information would alert all officials 
against violative items. 


One of the major problems that faces each state official at the 
present time is the lack of uniformity in promulgating standards and 
regulations by neighboring states. It is not uncommon for one state 
to promulgate a standard of identity for a food which is more stringent 
than the one in effect in a neighboring state. Last year the New 
England food and drug officials realized this when they established 
a legislative and food-standards committee, hoping that it would lead 
to more uniformity of standard-making among the states in this 


section of the country. 


Regulatory enforcement can be greatly improved by a state-wide 
standardization of techniques. Much can be done toward reaching this 
objective by the adoption of uniform laws and regulations, uniform 
food standards and uniform inspectional procedures. Representatives 
of the states must take this initiative by convincing their respective 
legislative bodies of the need of such uniformity and by co-ordinating 
their regulatory enforcement procedures. [The End] 





The Canadian Food 





and Drugs Act, 1953 


rPX.HE FOOD AND DRUGS ACT, as amended by the Canadian 

-arliament in 1953, came into force by proclamation on July | 
1954. Since May, 1953, the regulations under the Food and Drugs 
Act have been carefully reviewed and changes necessary to adjust 
them to the scope and authority of the new act have been recom 
mended to the government. The amended regulations were passed 
by the Governor in Council on June 24, 1954, and published in Part I] 
of the Canada Gazette, on July 14, 1954. Therefore, both the new act 
and the new regulations are now effective. 

The work involved in the revision was considerable. The regula 
tions were critically examined by the scientific and administrative 
staff of the food and drug divisions and by the legal division of the 
department. Proposed changes were then brought to the attention 
of the industry or trade concerned, and comments were requested. 
These were obtained either by conference or by correspondence 
Changes considered advisable were then made, and the rewritten 
drafts were submitted to the department of justice. where there 
were further changes in wording to bring them into conformity with 
that department’s legal form and style. They were finally sent to 
the Honourable Minister of National Health and Welfare for his 
approval and submission to the Governor in Council. 

In spite of all this careful scrutiny by a large number of people 
with a wide variety of interests and knowledge, | fully expect there 
will be some obvious errors which will be pointed out to us, perhaps 
by some in this audience. Furthermore, we are already receiving 
a number of suggestions and representations for amendments, 
although the regulations are only six weeks old. This is to be ex- 
pected for any legislation or set of standards governing such a rapidly 
changing field as that of food and drugs. 
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By C. A. MORRELL 





The Author Addressed the ABA Meeting 
on August 17, 1954. He Directs the 
Food and Drug Divisions, Canadian De- 
partment of National Health and Welfare 


I have given you this brief résumé of our procedure in dealing 
with regulations, partly because | imagine most of you are unfamiliar 
with it and partly to emphasize that the regulations are not the work 
of any one man, or group of men or, indeed, solely of the government 
or its servants. great many people with many interests, including 
those representing industry and business, have had a hand in them 
and, even without legal provision for formal hearings, | believe we 
have obtained a good set of regulations for the benefit of the consumer 
and, therefore, in the long run, for the benefit of the honest manufac 
turer. 

| should say, and | am happy to acknowledge our indebtedness 
at this time, that we keep an eye on what other countries are doing 
about similar problems and we benefit through the adoption in our 
own legislation, of sound principles or information used elsewhere, 
when they are applicable to Canadian conditions and institutions. 


Therefore, perhaps you have had a hand, even though indirectly, in 


shaping some of Canada’s food and drug requirements. 


This borrowing of knowledge and experience from the nations of 
the free world is a happy thing, for it leads to better understanding 
and warmer friendships, as well as having the practical value of 
removing differences that unnecessarily restrict trade. I do think 
it would be fitting, on this occasion, to voice the appreciation of the 
officers of the Canadian Food and Drug Divisions to the Commissioner 
of Food and Drugs and his colleagues in the United States Food and 
Drug Administration for their continued cooperation and help in 
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dealing with food and drug matters that affect our two countries. 
Our men have always received the greatest consideration from their 
opposite numbers in the American service, whether it be in Washing- 
ton, Chicago or San Francisco. I hope the Commissioner will tell his 
colleagues that it is much appreciated and that we will do our best, 
on our part, to maintain this pleasant and useful relationship. 


Important Requirement in Public Interest 


As will be evident to those who have lived or have done business 
in more than one country, there are many problems that are common 
to all. Everybody eats and, so far as we know, the bodies of Ameri- 
cans, Englishmen and Canadians require the same nutrients, although 
local custom or geographic or economic circumstances often dictate 
in what form or condition the foods containing these nutrients are 
commonly consumed. However, there is at least one requirement in 
respect to foods, of equal importance everywhere. The food must be 
clean and free from harmful material. It is, I think, a proper function 
of a national food and drug authority to make sure that the food 
purchased at the stores meets these criteria. The sale of dirty or 
contaminated food is contrary to public interest and, therefore, a 
matter for government legislation. 


The new Canadian Food and Drugs Act shows positive concern 
in this field by prohibiting the sale of any article of food, or any drug 
or cosmetic that was “manufactured, prepared, preserved, packaged 
or stored under unsanitary conditions,” and of any “article of food 
that has in it or upon it any poisonous or harmful substance.” Unsan- 
itary conditions are defined as “. . . such conditions or circumstances 
as might contaminate a food, drug or cosmetic with dirt or filth or 
render the same injurious to health.” The act also forbids the sale 
of “an article of food that consists in whole or in part of any filthy, 
putrid, disgusting, rotten, decomposed or diseased animal or vegetable 
substance.” 


New Clauses Regarding Conditions of Preparation 
and Handling 
The clauses prohibiting sale and manufacture, etc., of products 
under unsanitary conditions, and defining “unsanitary conditions” 
are new. Previously, the Canadian act had given authority to deal 
with a dirty or contaminated product only, and had no regard for the 
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conditions under which it had been prepared or kept. This circum- 
stance made difficult, indeed, practical or effective attempts to assure 
clean, wholesome food in all cases. The fact that it was not possible 
to show, in every batch of food from a dirty factory, convincing 
material evidence of dirt or filth, or even of harmful bacteria—coupled 
with the relatively small penalties provided—was not too helpful to 
the administration. It is considered that the additional authority 
of the new act will help the food and drug efforts considerably, and 
this aspect of consumer protection will receive more and more of our 
attention. 

It is surely an acceptable standard that all of those engaged in 
the food industry should prepare clean and wholesome products. It is 
surely neither convincing nor justifiable to argue that it does not 
matter if the filth is not harmful to health or is not apparent to the 
consumer. Sterile filth is not food and the consumer can protect him- 
self against disgusting contamination that is evident. The food and 
drugs act and its enforcement is intended to protect the consumer, 
especially where he is unable to protect himself. 


Tribute to Food and Drug Administration 


In the field of food sanitation the United States Food and Drug 
Administration has had a long and honorable career and deserves 
the support of the public and industry in continuing this work. I 
believe the consumers as well as governments, of many countries, 
are becoming more conscious of food sanitation. I have had evidence 
of this through visits by experts from abroad who are studying the 
problem. It is, of course, not only the aesthetic considerations that 
have aroused this interest, but also an acknowledgment of the fact 
that where you find rats, flies, dirt and personal uncleanliness you 
are very likely to find health hazards and the economic loss resulting 
from spoilage. 

Although Canada is considered (and rightly so, I believe) to be 
among the more advanced nations in respect to its sanitation and 
popular concepts of hygiene, there is, nevertheless, room for improve- 
ment by some engaged in food processing or in the food trade. Ex- 
ploratory inspection has already shown us that there are at least a 
few individuals engaged in the food industry who are in need of some 
education or persuasion to bring them in line with the majority of 
those engaged in the important business of preparing and handling 
the nation’s food, and who are quite conscious of their responsibility 
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and are capable of meeting it. It seems to me an axiom that those 
who undertake to make their living by preparing food or by selling 
it to the public should know how to prepare and sell clean, safe food 
and be willing to spend the money and take the pains to put their 
knowledge into effect. 

Application of the clauses of the food and drugs act prohibiting 
the manufacturing and storing of foods under unsanitary conditions 
will require factory inspection to a much greater extent than hereto- 
fore. I believe adequate powers for factory inspection are given in the 
new act in Section 21. 

A greater part of the efforts of the food and drug divisions will 
be devoted to this “enforcement at the source” than previously. This 
“enforcement at the source” will apply not only to the food industries, 


but to the drug industries as well. 


Need for Manufacturer Education in Control Principles 


\ preliminary canter around a small and selected group of drug 
manufacturers has indicated, in some cases at least, a total—or almost 
total—ignorance of the principles of control. Many drug companies 
in this country and Canada are well able, through competent personnel 


and suitable equipment and space, to assure themselves, by careful 


manufacturing records and the analyses of their final products, that 
they know what drugs and how much go into every bottle or pill sold 


under their names. 


Again, it would seem to me to be an axiom that no one should 
engage in the drug business if he does not know exactly what he is 
selling. There are too many hazards involved in this trade to justify 
a manufacturer’s being satisfied with mere guesses as to what is 
contained in his product. How can it be more than a guess when 
there are quite inadequate manufacturing records and no analysis of 
the final product? There is evidence in the products sold by some 
manufacturers of their ignorance or disinterestedness. An analysis 
of vitamin preparations on the Canadian market has indicated a signifi- 
cant difference between those manufactured under controlled condi- 
tions and those not controlled. For the most part, the manufacturers 
with proper control departments were found to put on the market 
products that were up to labeled strength and the greater number 
of the others sold substandard preparations. When this situation has 
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been pointed out by personal visits, many of the latter have expressed 
interest, and have now instituted satisfactory controls over their 
products. 


Another important point in connection with the sale of sub- 
standard drugs is the reasonable expected “shelf-life” of the product. 
Who should be responsible for the sale of a drug that is not up to 
strength or is otherwise deteriorated? Surely there comes a time 
when it is not reasonable to accuse the manufacturer! If a product 
is sold to a druggist and is all that it is claimed to be at the time of 
the sale, the druggist has a responsibility to take proper precautions 
to keep the drug in good condition. One of these precautions should 
be not to sell the drug after he has had it for too long a time. Our 
inspectors have been sold different lots of vitamin preparations that 
the manufacturer has subsequently told us were manufactured three 
and one-half to five years earlier. The inspector was not asking for 
any particular lot nor for old products. He expected to get just what 
a customer would receive. Those products were found to be below 
labeled potency. 

The question of responsibility for selling a substandard packaged 
drug would be likely to arise when a prosecution is undertaken for 
such a violation of the food and drugs act. 

Section 28 of the act provides for acquittal of the accused if he 
proves to the satisfaction of the court or judge that (1) he sold the 
drug in the same package and condition as purchased by him and 
(2) he could not with reasonable diligence have ascertained that the 
sale of the drug would be in contravention of the act or regulations. 
The accused must also disclose the name and address of the person 


from whom he purchased it. 


Responsibilities Incumbent on Drug Profession 


It would be difficult, in my opinion, to satisfy a court that some 
vitamin preparations on his shelf for over four years were in the 
same condition as when purchased by him and that he could not 
reasonably have known they would deteriorate. The druggist is a 
professional man, and he should know, or have available, the neces- 
sary technical information. 

Furthermore, the directions required by the law or by the manu- 
facturers themselves to be on the label should be observed by the 
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druggist, as well as by the public. If directions are given to store 
in the cold, they are there for a purpose. Our inspectors have noted 
on occasion that perishable drugs which require storage in the 
refrigerator are kept by some druggists in drawers or on a shelf 
at room temperature. Here, again, I think the druggist would find 
it difficult to escape, by legal means, responsibility for deterioration 
of the drug. 


For many perishable drugs, a statement on the label that the drug 
is not recommended for use after a specified date provides a very 
good means of protecting the consumer, the physician and even the 
manufacturer or druggist against the use or sale of deteriorated 
products. However, as is indicated, the expiration date can also be 
a delusion if the drug has been stored or kept under conditions that 
hasten its deterioration. Although the complete solution of this 
problem is not to be found in the use of an expiry date, it is often 
a help, and perhaps should be used more widely than is now the case. 


The requirement in the Canadian Food and Drug Regulations 
that the label of a product shall bear an expirat*on date is limited 
to certain classes of potent and valuable drugs known to be unstable. 
Previous to the recent revision of the regulations, the length of the 
expiry period was set by the law. However, the regulations made 
effective in July of this year make an exception to this rule for 
antibiotics. An expiration date is required for antibiotics, but Section 
C.01.402 places on the manufacturer the responsibility of determining 
the expiry date for his product. This section of the regulations re- 
quires that the manufacturer, in determining such date, shall have 
regard to the stability of the drug and shall, on request, submit to 
the Director of the Food and Drug Divisions evidence supporting 
the determination of such date. This is a new venture in regulations 
and may result in antibiotics of the same class, made by different 
manufacturers, having different expiry periods. However, I am told 
that is in accord with facts and I will be able to see the facts when 
I want them. 


Expiry Date Serves as Warning, Not as Guarantee 


It seemed to us that with the variety of antibiotic preparations, 
their combinations with other medication, and the many dosage forms 
offered, the method adopted had some important advantages and did 
not expose the consumer to any risk. It is our job to see that a 
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product meets the requirements and is not deteriorated whether or 
not the expiry date has been reached. The latter is essentially a 
warning, and a very useful one, to the consumer or physician and is 
not, in itself, a guarantee of potency or any other desirable quality. 
I am sure no one would say that the potency or other quality of a 
drug changed abruptly on its expiry date. In any event, we are 
prepared to give this method a trial and see how it works. 

Following discussion of these points, I would state that whereas 
greater emphasis in the food and drug program will be placed on 
“control at the source,” nevertheless a considerable amount of time 
will be needed to assure that foods and drugs produced in clean and 
competently controlled factories will reach the public in a satisfactory 
condition. 


Imports—Subsequent Storage and Processing 


A fairly large proportion of our inspection time is spent in dealing 
with imports and, in a sense, this fits into the program of “control 
at the source.” We try to make sure that foods imported into Canada 
are clean and wholesome and shipments are refused entry when they 
are found to be below our standards. However, in their path to the 
dinner table, this is but the first step over which we have any control. 
These same foods that entered Canada in a clean and wholesome con- 
dition may be stored in dirty and infested warehouses or be further 
processed in an unsanitary factory. More attention will, therefore, 
be paid to the warehouses and to the subsequent manufacturing con- 
ditions for foods. 


Among the routine requirements for inspection of drugs on 
import is the examination of the label for compliance with Canadian 
regulations. This is troublesome and time-consuming. It is, however, 
worth while. Proper or generic (nonproprietary) names of drugs, and 
methods of expressing their strength, dosages, and cautionary state- 
ments, should be as uniform as possible for any particular country. 
There is today such a variety of drugs, and so many names for them, 
that the confusion that could result if there were no requirements 
for uniformity would be a positive and considerable danger to public 
health. Indeed, I am sure we can cite from experience, on both sides 
of the border, fatalities or serious mishaps that have resulted from 
confusion or misunderstanding of the nature or strength of prepared 
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medicines. These tragedies do not always occur because of the ignor- 
ance of the public about drugs, but sometimes have resulted through 


the confusion of the physician. 
I repeat, therefore, that it is our duty to reduce to a minimum 
the chances for confusion insofar as drug labeling is concerned because 


of its considerable importance to public welfare. 


Although I would prefer, both as a person and as an official, 
to have uniform standards of labeling of drugs around the world, | 
cannot see this accomplished until some international agreement is 
reached that is fair to everyone. (I guess this is a dream!) Perhaps 
the efforts of the World Health Organization will eventually be 
recognized and acceptable to all. In the meantime, we try to achieve 
as much uniformity as possible in the drugs imported into, or manu 


factured for sale in, Canada. 


There is one other subject I should like to mention. In the last 
few years there has been much public and official interest in several 
countries in what is commonly but not accurately known as “chemicals 
in foods.” A considerable amount of information is available on this 
subject, particularly in the report of the hearings of a Congressional 
committee and from reports from the United Kingdom. I do not know 
what the result of these inquiries in the United States and Great 
Britain will eventually lead to in the way of legislation. We, in 
Canada, are very interested, of course, in what is going on in these 
two countries. 

We have regulations dealing with new drugs (Sections C.01.301 
and C.01.302 of the food and drug regulations) which perform a 
function very similar to the new-drug requirements of your Federal 
Food, Drug, and Cosmetic Act. If it should prove necessary to deal 
specifically with evaluation of the safety of the addition of chemicals 
to foods, it will probably be done by regulation. 


Section 24 of the food and drugs act gives authority to the 
Governor in Council to make regulations declaring that any food or 
class of foods is adulterated if any prescribed substance or class of 
substances is present therein, or has been added thereto, and respect- 
ing the sale or condition of sale of any food to prevent injury to the 
health of the consumer or purchaser. I believe regulations could be 
made requiring that no substance hitherto unused in foods could be 
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added unless they were shown to be harmless under the conditions 
of use recommended or likely to occur. There is also authority for 
other types of regulation which could be used in assisting this purpose 


(standards). 


At the present time, Canadian food and drug officials work to 
a set of criteria when considering requests for the addition of new 


chemical products to standardized foods. These criteria are: 


(1) The product, as used, must be harmless to the consumer. 


(2) Its use must not lead to a perpetration of a fraud on the 


public. 
(3) There must be a need for it. 


(4) There must be a reliable quantitative method for determining 
how much of the product is present in the food. 


(5) The food industry concerned, and not the primary chemical 


manufacturer, should make the request for its use. 


[ need not point out the difficulties that often arise in the applica- 
tion of these principles to particular cases, but I can say that all 
requests are considered in relation to each of them. One of the 
difficulties is, of coyrse, in establishing safe tolerances and, strangel\ 
enough, there is sometimes no available method of analysis by which 
tolerances can be enforced. However, I believe these criteria are sound 
and helpful and will be considered if any new “chemicals in food” 
regulations are established. 

In conclusion, I would like to say that whatever administrative 
trends or policies may be evident or adopted in the Canadian Food 
and Drug Divisions, we believe that the prime factor in any “enforce 
ment’ program must be to have, by and large, the support of the 
industry. | am well aware that our job, in food and drugs, is to 
protect the consumer, and | am glad my job is of that kind. Never 
theless, I realize how much help it is to our side to be administering 
a law that is not unreasonable and I realize that we do depend on 
the manufacturers and trade in general to live up to its provisions 


willingly because they, too, realize it 1s a good thing for the country 


For those who will not accept their responsibilities, there are 


always the provisions of the laws we are discussing here today, and 


the courts of our countries to interpret them. [The End] 





By VINCENT A. KLEINFELD 


The 1938 Act—A Decade 








ORE THAN 15 YEARS have elapsed since the passage of 

the Federal Food, Drug, and Cosmetic Act. This would seem 
to be an appropriate time for some reflection on the manner in which 
the law has been construed by the courts, whether the judicial inter- 
pretations have coincided with what can be optimistically approx- 
imated as the intent of Congress, and where we are heading 

Comparatively soon after the enactment of the Food and Drugs 
Act of 1906 it became apparent that, from the viewpoint of consumer 
protection, serious weaknesses existed.’ It is important to realize that 
these shortcomings were adverted to in detail in the hearings and 
debates, as well as in the various committee reports, on the various 
bills which culminated in the passage of the 1938 Act. This makes 
all the more interesting some of the judicial decisions which have been 
rendered, for in a number of instances not only was the statutory 
language not explicit, but the legislative history was barren of assist- 
ance in determining what Congress had had in mind. 

As we all know, there are various generalizations which can be 
made with respect to the reliance which the courts will place upon 
the Congressional proceedings leading to the passage of a law. It is 
indeed difficult to establish a realistic pattern.* Nevertheless, statutory 
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the Chief of the Food and Drug Adminis- 
tration, 1933; Hearings Before a Subcom- 
mittee of the Committee on Interstate and 
Foreign Commerce, House of Representa- 
tives, 74th Cong., Ist Sess., on S. 5, pp. 
54-55. 

2Cf., for example, U. S. v. Trans-Mis- 
souri Freight Association, CCH TRADE 
REGULATION REPORTS (Supp. Vol. IV) 


f 4010, 166 U. S. 290; Humphrey’s Executor 
v. U. 8., CCH TRADE REGULATION RE- 
PORTS (Supp. 1932-1937) { 7354, 295 U. S. 
602; Federal Trade Commission v. Raladam 
Company, CCH TRADE REGULATION 
REPORTS (Supp. Vol. VI) { 6307, 283 U. S. 
643; U. 8. v. Bhagat Singh Thind, 261 U. S. 
206; Helvering v. New York Trust Com- 
pany, 292 U. S. 454; Adams Express Com- 
pany v. Kentucky, 238 U. S. 190. 
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construction would seem to be bottomed on finding that Golden Fleece 
—the intent of the legislature, particularly where the language em- 
ployed in the law is not explicit. In construing the 1938 Act, have the 
courts carried out the will of Congress or have they legislated? Or 
was there an implicit mandate to the judiciary, predicated upon the 
clearly stated remedial purposes of the statute, to construe it so as to 
close any loopholes and to expand the frontier of consumer aid? This 


may have been the underlying familiar theme upon which the courts 
have played most interesting variations. 


Those who participated in the passage of the Act, and all who 
have studied the pertinent reports, debates and hearings, know what 
a difficult undertaking it was to obtain the enactment of a law which 
would be adequate to safeguard the public under present-day condi- 
tions but which would not unnecessarily restrain business enterprise 
and technological advances. It took five years to pass the statute, and 
many compromises were reached.* It was these compromises, essen- 
tial at the time if any legislation was to be had, which caused various 
consumer groups to throw up their hands in disgust and cry “sell 
out!” * It would be interesting to ascertain the present views of these 
groups on whether the Act, as interpreted by the courts, created a 
comprehensive area of consumer protection. 


I believe that an important factor in rendering the statute the 
potent weapon it has become is the manner in which it has been 








3 See Cavers, ‘“‘The Food, Drug, and Cos- *See, for example, Hearings Before the 
metic Act of 1938: Its Legislative History Committee on Commerce, United States 
and Its Substantive Provisions,"’ 6 Law Senate, 73d Cong., 2d Sess., on S. 2800, 
and Contemporary Problems 10 (1939). pp. 276-315. 
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administered. The firm but sane approach of the Food and Drug 
Administration in enforcing the statute, together with what frequently 
seemed to be astute legal campaigns, undoubtedly helped persuade the 
courts in many instances to adopt the positions taken by the govern- 
ment. These concepts, to many, seemed to approach the outer con- 
fines of the law. To some, they appeared to make a few dents in the 
statute’s periphery. A consideration, therefore, of some of the more 
important judicial opinions should be of interest. 


Dotterweich Case 

The decision which, together with the Quaker Oats case,’ soon 
revealed the trend of the courts was that reached in connection with 
the prosecution of a Mr. Dotterweich. The problem before the Su 
preme Court was whether a corporate officer was subject to criminal 
prosecution although the corporation was not the officer’s alter ego 
and he had not personally supervised or participated in the actions of 
the corporation which were in violation of the statute. The Act did 
not provide specifically that, in the circumstances involved in the 
Dotterweich case, corporate officers or agents could be held liable. 
There are instances where Congress has provided that, in such a situ- 
ation, only the corporation shall be held accountable and not the cor 
porate officers.° On the other hand, in a number of instances Congress 
has specifically provided that corporate officers shall be held liable 
for the acts of the corporation.’ The legislative history of the 1938 
Act revealed that one of the bills which had been introduced declared 
that a violation by a corporation should also be deemed to be a viola- 
tion by the individual directors, officers or agents of the corporation 
who authorized, ordered or did any of the acts constituting the viola- 
tion.s The statute, as enacted, did not contain this or any similar 
provision. 

Four Justices of the Supreme Court were of the opinion that there 
was nothing to disclose that it had been the intent of Congress in the 
Federal Food, Drug, and Cosmetic Act to hold a corporate officer gen- 
erally responsible for the acts of the corporation. The majority of the 
Court, however, declared that “the history of the present Act, its pur- 
poses, its terms, and extended practical construction” lead away from 


a conclusion that, in a situation such as that present in the Dotterweich 


* 318 U. S. 218. S. Rept. 493, 73d Cong., 2d Sess., 
* See Sherman et al. v. U. S8., 282 U.S. 25. 
7 See, for example, 11 USC Sec. 11; 45 

U. S. 63; 46 USC Sec. 941(b) 
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case, only the corporation could be heid liable, and not the corporate 
officers or agents. In. holding Mr. Dotterweich criminally liable, the 
Court freed its mind “from the notion that criminal statutes must be 
construed by some artificial and conventional rule,” this rule appar- 
ently being that requiring a strict construction of criminal statutes. 

The criterion utilized by the Court was whether the corporate 
officer had had “a responsible share” in the carrying out of the for- 
bidden transaction. With respect to the contention of the dissenters 
that there were no legislative guides to aid in determining which 
officers, employees and agents were to be subject to the provisions 
of the statute, the majority replied: * 

To attempt a formula embracing the variety of conduct whereby persons may 
responsibly contribute in furthering a transaction forbidden by an Act of Con- 
gress, to wit, to send illicit goods across state lines, would be mischievous futility 
In such matters the good sense of prosecutors, the wise guidance of trial judges, 
and the ultimate judgment of juries must be trusted. Our system of criminal 
justice necessarily depends on “conscience and circumspection in prosecuting 
officers” . 

On the basis of this, most trial judges charge juries, in situations 
comparable to that involved in the Dotterweich case, that the corporate 
officer or agent should be held liable if “he shared responsibility in 
the furtherance of the illegal transaction.” Whethe~ such an instruc- 
tion is any real guide or of assistance to jurors is an interesting 
question. The query remains whether the standards of criminal 
responsibility should not be quite clearly set forth, and by the 
legislature rather than the judiciary. 

In any event, the decision plugged what may well have been 
considered to be a real gap in the protection afforded to the consumer 
by the statute. The realization that a corporate officer or agent can 
be held criminally liable, notwithstanding that he did not supervise 


or participate in the shipment which transgressed the statute, is a 
potent weapon in the armamentarium of the government. No longer 
may such a person feel free to consider that a violation of the Act 
may be punished only by the imposition against the corporation of 
what may be called, and not euphemistically, a license fee to violate 


the law. 
One of the most controversial problems, when the Act was being 
considered, was whether jurisdiction over advertising (since it consti- 


»320 U. S. 277. 285. See Nash v. U. S&., 
CCH TRADE REGULATION REPORTS 
(Supp. Vol. IV) { 4098, 229 U. S. 373, 378 
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tuted an extension of the label) should be vested in the Food and 
Drug Administration rather than in the Federal Trade Commission." 
The controversy was finally terminated by the passage of the Wheeler- 
Lea Act (52 Stat. 111), which provided that the dissemination of 
false advertising with respect to food, drugs, devices and cosmetics 
constituted an unfair or deceptive act in commerce under the Federal 
Trade Commission Act. The enactment of the Wheeler-Lea Act, and 
the ultimate enactment of the Federal Food, Drug, and Cosmetic Act, 
appeared to the unwary to resolve the problem of jurisdiction with 
some certainty by vesting in the Federal Trade Commission the 
function of controlling advertising and vesting in the Food and Drug 
Administration the function of regulating labeling. The years which 
have elapsed since the passage of these statutes, however, have re- 
vealed an interesting approach whereby, directly or indirectly, the 
Federal Trade Commission has exercised jurisdiction over labels,” 
and the Food and Drug Administration has exercised jurisdiction 
over items which would traditionally have been designated as 


advertising. 


“Labeling” 


There are in reality two facets to the exercising of control under 
the Federal Food, Drug, and Cosmetic Act over what would ordi- 
narily be denominated advertising. The first arises out of the con- 
struction which the courts have placed upon the term “labeling’”’ 


as used in Section 201(m) of the Act. In the Kordel**® and Urbeteit * 
decisions, the Supreme Court sustained the manner in which the 
word had been interpreted by the Food and Drug Administration.” 
In the Kordel case, for example, the false and misleading statements 
of which the government complained had been contained in circulars 
or pamphlets distributed apart from the drugs. Some of the literature 
had been displayed in stores in which the products were on sale. 





™ See, for example, Miles Laboratories, 


” See, for example, Hearings Before the 
Committee on Commerce, United States 
Senate, 73d Cong., 2d Sess., on S. 2800, pp. 
231-239; Hearings Before a Subcommittee 
of the Committee on Commerce, United 
States Senate, 74th Cong., 1st Sess., on 
S. 5, pp. 27-29, 109-115: Hearings Before a 
Subcommittee of the Committee on Inter- 
state and Foreign Commerce, House of 
Representatives, 74th Cong., Ist Sess., on 
S. 5, pp. 631-652; 79 Congressional Record 
4911-4919 (1935); 80 Congressional Record 
10679 (1936). 


Inc. v. Federal Trade Commission, 1944- 
1945 TRADE CASES { 57,206, 140 F. (2d) 
683 (CA D. C.), cert. den., 322 U. S. 752; 
Charles of the Ritz Distributors Corpora- 
tion v. Federal Trade Commission, 1944- 
1945 TRADE CASES { 57,267, 143 F. (2d) 
676 (CCA-2); Houbigant, Inc. v. Federal 
Trade Commission, CCH TRADE REGU- 
LATION REPORTS (Supp. 1941-1943) 
53,027, 139 F. (2d) 1019 (CCA-2). 

% Kordel v. U. 8., 335 U. S. 345. 

BU, 8. v. Urbeteit, 335 U. S. 355. 

% See 21 CFR Sec. 1.2 (1949 Ed.). 
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some had been given to customers who bought the products, some 
had been sold independently and some had been mailed to customers 
by the sellers. Notwithstanding that the literature had been shipped 
separately from the drugs with which it was associated, and regard- 
less of the fact that the lapse of time between the shipments of the 
drug and literature was in one instance approximately a year and a 
half, the Supreme Court held that the literature—a typical advertising 
medium—constituted labeling which had accompanied the drugs in 
interstate commerce. 


Although the case involved a criminal prosecution, and the 
detailed legislative history of the Act was remarkably silent with 
regard to the scope of Section 201(m), the majority of the Court 
encountered little difficulty in construing the section as urged by the 
government. The Court adverted to the fact that in the evolution of 
the Federal Food, Drug, and Cosmetic Act the ban on false adver- 
tising had been eliminated and its control transferred to the Federal 
Trade Commission. The Court declared, nevertheless, that it had 
searched the legislative history in vain to find any indication that 
Congress had intended to eliminate from the coverage of the Federal 
Food, Drug, and Cosmetic Act advertising which performs the func- 
tion of labeling. The Court was obviously impelled in sustaining 
Kordel’s conviction, as it had been motivated in other food and drug 
cases, by the remedial purposes of the Act. The basic rationale for 
the Court’s holding was stated quite clearly in its opinion: the belief 
that a contrary result would create “an obviously wide loophole.” 


Adequate Directions for Use 


The second facet of the exercising by the Food and Drug Admin- 
istration of jurisdiction, indirect though it may be, over advertising is 
the manner in which that agency and the courts have interpreted 
Section 502(f)(1) of the Act. The section is remarkably terse; it 
declares merely that a drug or device shall be deemed to be mis- 
branded unless its labeling bears adequate directions for use, although 
a proviso is added to the effect that where any requirement as to such 
directions, as applied to a drug or device, is not necessary for the pro- 
tection of the public health, regulations may be promulgated exempt- 
ing the drug or device from such requirement. 


The legislative history of the Act contains no direct guidance 
as to the Congressional design with regard to the scope of the section 
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in connection with claims made or diseases referred to in the adver- 
tising of drug products. It was the view of the Food and Drug 
Administration, however, when the statute was passed in 1938, that 
the requirement that the labeling of a drug bear adequate directions 
for use necessarily meant that the labeling must reveal the ailments 
or conditions for which the drug is to be used and that the directions 
must refer to such conditions or ailments, no matter where the repre- 
sentations with respect to them are contained. This position has been 
accepted by the courts.*® In other words, if the distributor of a drug 


product, in newspaper or radio advertising, for example, recommends 


his product for use in the treatment or cure of various diseases, the 
labeling must contain directions which are aimed at the use of the 
drug in the treatment or cure of such diseases. 

The courts have been motivated in construing Section 502(f), 
as was the Supreme Court in the Kordel case in connection with the 
“accompaniment” problem, by the fact that a contrary holding would 
provide a convenient loophole through which the statute’s remedial 
purposes could be evaded. Thus, in the /nstant Alberty case, the basic 
reasoning of the court was clearly expressed in the following language : 


He [the manufacturer] need only include in the labeling either dosage directions 
alone, or with the addition of one or more bodily diseases or ailments for which 
he claims the drug is efficacious, and by a contemporaneous advertising campaign 
lead the public to believe that the drug is a remedy for a mult‘tude of ailments. 
In such cases . . . there is no section of the Act which protects the public against 
the resulting harm. 


It can be said that the judicial construction of Section 502(f) 
does not mean that the Act encompasses therapeutic claims made in 
the advertising of a drug product; that it merely requires that the 
labeling set forth the diseases or conditions for which the drug is 
sold. That is somewhat disingenuous, for if the product is not 
efficacious in the cure or treatment of such conditions or diseases it 
will be misbranded under Section 502(a), since the labeling will 
presumably then contain, either expressly or inferentially, false or 
misleading therapeutic claims. It may be urged that there can be no 
serious quarrel with this “fortuitous” result—that the judicial inter 
pretation of Section 502(f) has either recognized the existence of, or 
created, a more elastic boundary for safeguarding the public. That 





% See, for example, U. 8. v. Various PORTS ‘{ 7182, 185 F. (2d) 321 (CA-9); 
Articles of Drug Labeled “Instant Alberty U. 8. v. El-O-Pathic Pharmacy, CCH FOOD 
Food,” 83 F. Supp. 882 (DC D. C.); DRUG COSMETIC LAW REPORTS 1 7206, 
Alberty Food Products Company v. U. 8., 192 F. (2d) 62 (CA-9). 
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is undoubtedly true. It is interesting to query, however, whether the 
result was envisioned by the Congress, for the legislative history of 
the statute contains no direct reference to this end-around-end play. 
It may be noted in passing, also, that the area of consumer protection 
gained by the strategy has by no means been fully explored. 


Sullivan Case 

In the Sullivan case,"® the majority of the Justices of the Supreme 
Court had little difficulty in accepting the position of the government 
on the scope of Section 301(k). Under this viewpoint, a druggist 
could be held criminally liable for selling, without requiring a pre 
scription therefor, items bearing the prescription legend purchased 
locally by him from a supplier who had acquired the product from 
another state. 


The practicalities of the problem were stressed by the govern 
ment before the Supreme Court. The Court was advised that a large 
proportion of the food, drugs and cosmetics transported interstate 
in this country is purchased by retailers from wholesalers within the 
same state; that if the defendant’s position were accepted, any 
retailer who did not desire to comply with the Act could obtain his 
supplies from wholesalers in his state and misbrand them; and that 


this would readily defeat the design of the law to protect the ultimate 


consumer. There was pointed out to the Supreme Court, in some 
detail, the injury to the public health which might result if the pro 
tection of the statute were lifted before drugs reached the ultimate 


consumer. 


The Supreme Court held that Section 301(k) clearly encom 
passed Sullivan’s acts. The Court answered the familiar generaliza 
tion that criminal statutes must be strictly construed by declaring 
that they should be given their fair meaning in accord with the evident 
intent of Congress.'* With respect to the argument that retailers of 
foods could also be held liable in situations similar to that involved 
in the Sullivan case, the Court assumed the pragmatic position that: 

The scope of the offense which Congress defined is not to be judicially nar 
rowed as applied to drugs by envisioning extreme possible applications of its 
different misbranding provisions which relate to food, cosmetics and the like 
There will be opportunity enough to consider such contingencies should they ever 
arise.” 

*U, S. v. Sullivan, 332 U. S. 689. 


"Cited at footnote 16, at p. 694. 
% Cited at footnote 16, at p. 694 
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There was no comparison, in the argument of the case or in the 
opinion, of the language of Section 304(a) permitting the seizure “at 
any time thereafter” of a food, drug or cosmetic which was adulterated 
or misbranded when introduced into interstate commerce, with the 
language of Section 301(k) prohibiting certain acts done “after ship- 
ment in interstate commerce.” 


What disturbed the dissenting Justices was the absence in the 
legislative history of the Act of any specific indication that Congress 
had contemplated the comprehensive coverage of the section accepted 
by the majority. The dissenting opinion declared '* that: 


There is nothing in the legislative history of the Act, including the excerpt ™! 
from the Committee Report on which reliance is placed (House Report No. 2139, 
Seventy-fifth Congress, Third Session), to give the slightest basis for inferring 
that Congress contemplated what the Court now finds in the statute. 


The breadth of the language used in the majority opinion is sig- 
nificant. The Court was not content to limit itself, as it might have 
done, to a declaration that Section 301(k), as applied to the defend- 
ant’s acts, safeguarded the branding of articles that had been shipped 
interstate and were being held for sale in local commerce. The Court 
went out of its way to state unequivocally that the purpose of the Act 
was to safeguard the consumer by applying the Act to articles from 
the moment of their introduction into interstate commerce all the 
way to the moment of their delivery to the ultimate consumer.” 
Instead of relying on the proposition, as it apparently did in the 
McDermott case,”* that the label must be protected at all times so that 
after interstate shipment it will be available to prove the drug’s com- 
pliance or noncompliance with the statute when shipped in inter- 
state commerce, the Court opined that the chief purpose of forbidding 
the destruction of the label was to keep it intact for the information 
and protection of the consumer.** 


The Court was of the view that Sullivan’s conduct fell within the 
literal language of Section 301(k), but was obviously troubled by the 
fact that grocers and beauty-shop operators could also be held crimi- 
nally liable for failing to reproduce the bulk-container labels on each 
individual item when taken from the container for sale to a purchaser. 





1## Cited at footnote 16, at p. 707. 

» ‘In order to extend the protection of 
consumers contemplated by the law to the 
full extent constitutionally possible, para- 
graph (k) has been inserted prohibiting 
the changing of labels so as to misbrand 


articles held for sale after interstate ship- 
ment.”’ 

7 Cited at footnote 16, at p. 696. 

22 McDermott v. Wisconsin, CCH FOOD 
DRUG COSMETIC LAW REPORTS {1 50, 
228 U. S. 115. 

% Cited at footnote 16, at p. 695. 
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This was stressed in the dissenting opinion, written by Mr. Justice 
Frankfurter, who also set forth his belief that there was nothing 
in the legislative history to indicate that Congress meant to include 
the acts of Sullivan within the ambit of Section 301(k). To insure 
the permanence of the result reached by the majority, the subsequent 
Miller Amendment * in effect ratified the decision. 


I have mentioned a few of the more important decisions handed 
down by the courts since the passage of the Federal Food, Drug, and 
Cosmetic Act. In still other cases,** which did not present an appeal- 
ing factual situation from the viewpoint of successfully exploring the 
outer confines of the statute’s coverage, the courts nevertheless 
exhibited the patience of Griselda in accepting the government's 
construction of the law. 

It is no brilliant deduction, therefore, from a study of most of the 
judicial decisions rendered under the 1938 Act, to conclude that the 
courts strove zealously to interpret the statute so as to afford the 
maximum protection to the public. In view of the philosophy of 
the Supreme Court as disclosed in the Quaker Oats, Dotterweich, Sulli- 
van and Kordel cases, above, the inferior courts went out of their 


way, by and large, to reach decisions constituting the Act a potent 
weapon from the viewpoint of safeguarding the consumer. 


My discussion of the decisions was not intended by any means 
to convey the impression that what the courts have done constitutes 
some strange innovation. It is true that it has been urged that some 
of the cases could have been decided the other way on the basis of 
the failure of the statutory language to be explicit and of absence 
of clear Congressional intent. It has likewise been maintained that in 
arriving at some decisions, the judges may have been influenced 
by their personal predilections. But that is not a startling discovery, 
particularly when the result was to create a considerable area of 
consumer protection. The judicial process does not encompass the 
mere literal reading of statutory language. That would indeed be a 
“pernicious oversimplification.” It can be argued that the judiciary 
was not necessarily assuming the function and prerogatives of the 
legislature by bottoming its decisions on the underlying remedial 
purposes of the Act and that the position taken by the courts was 
only consistent with the basic design of Congress. 

* §2 Stat. 582. U. 8. v. Thirty-Sie Drums of Pop’n Oil, 
% See, for example, U. 8. v. Two Bags 164 F. (2d) 250 (CCA-5). 
of Poppy Seeds, 147 F. (2d) 123 (CCA-6): 
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Where are we headed? .It seems clear that even in this field there 
has been a “swing to the right.” Those who have listened to the 
arguments in the more recent food and drug cases which have reached 
the Supreme Court, and to the questioning by the Justices, have been 
impressed by an apparent change in attitude and, perhaps, in philoso- 
phy. The Bireley,* Cream Wéipt,?" Imitation Jam** and Cardiff * 
cases indicate a reluctance on the part of the courts to supply what 
could readily have been inserted in the statute by Congress, as well 
as a hesitancy to expand the concept of economic adulteration. In the 
past a potent argument advanced by the government in many cases 
was the language of the Dotterweich case: 

The purposes of this legislation thus touch phases of the lives and health 
of people which, in the circumstances of modern industrialism, are largely beyond 
self-protection. Regard for these purposes should infuse construction of the 
legislation if it is to be treated as a working instrument of government and not 
merely as a collection of English words. 

This potent weapon handed to the government by Mr. Justice 
Frankfurter was blunted by Mr. Justice Frankfurter in the /mitation 
Jam case, when he quoted from the language which he had employed 
in the Dotterweich case, and followed by saying: 

This is the attitude with which we should approach the problem of statutory con- 
struction now presented. But our problem is to construe what Congress has 
written. While we must be faithful to the purpose of the statute, we must re- 
member that Congyess expresses its purpose by words. It is for us to ascertajn— 
neither to add nor to subtract, neither to delete nor to distort 

It is apparent, therefore, from the more recent trend of the deci- 
sions, that the government will have to work harder to win those 
cases not involving danger or what has been traditionally accepted 
as adulteration. It is not new for a swing by the courts in one direc- 
tion to be followed by a counterbalancing swing. This should not be 
particularly surprising, for presumably it is part and parcel of the 
changing political and economic pattern of the past few years. How 
long this new development will continue is a matter for speculation. 
This much seems true, however: Further advances in the field of 
consumer protection will have to come, for some time at least, from 
specific action on the part of the Congress. [The End] 


: i cca % 
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Canadian Control 


OF RADIOACTIVE ISOTOPE PREPARATIONS 
By L. |. PUGSLEY 


In This Article the Author Outlines Specific Regulations 
Enacted by Canada to Guard Against Hazards of Misuse and 
Possible Unsafe Distribution Practices Concerning a Num- 
ber of New Drugs of Considerable Importance in Medicine 


HE INTRODUCTION of the atomic pile and the extensive re 
search carried out on the application of products of nuclear re 
actors has resulted in the production of a number of new drugs known 
as radioactive isotopes, which have been shown to be of considerable 


importance and use in medicine. Pharmaceutical firms have shown an 


interest in developing, formulating and distributing preparations of 
radioactive isotopes in response to the demand for their use by the 
medical profession. The use of these preparations has followed three 
general avenues—treatment, diagnosis and study of body function. 
In this connection these products are fully covered under the defini 
tion of a “drug” as defined in the food and drugs act: 


Drug includes any substance or mixture of substances manufactured, sold, o1 
represented for use in (i) the diagnosis, treatment, mitigation or prevention ol 
disease, disorder, abnormal physical state or symptom thereof in man or animal 
(ii) restoring, correcting or modifying organic function in man or animal 

The radioactive-isotope preparations which have found a use in 
medicine have properties which are sufficiently unique to classify 
them as a group within the general classification of drugs. The radia- 
tions from isotopes may be very dangerous without proper precautions 
guarding against them. The stability of radioactive isotopes requires 
prompt handling, rapid processing and packaging, with speedy de- 
livery to the site of use. For example, the half life of radioactive 
phosphorous ( P**) is 14.3 days and of radioactive iodine (1'*') eight days. 
Hence they are not the type of drug applicable for dispensing through retail 
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pharmacies. The use of radioactive isotopes differs from most other 
drugs in that a hazard is presented to the person administering the 
drug as well as to the recipient. To date, no antidote nor any method 
of reversing the reaction of these substances has been discovered. 


With the current aura of mystery surrounding radioactivity in 
the minds of the public it is found, as is the case with many other 
potent drugs, that a group of fringe operators attempt to exploit and 


capitalize on new scientific discoveries at the expense of the consumer. 
In this respect it has been noted that the promoters of “mineral 
waters” have apparently taken on a new lease of life for the claims 
of radioactivity for some of their products, with attempts to take 
advantage of the publicity of atomic energy to the detriment of the 
consumer. 


The allocation of radioactive isotopes for research, industrial or 
medical purposes is under the jurisdiction of the authorities controlling 
atomic energy, and processors and distributors may supply them only 
to those institutions and individuals who have complied with estab- 
lished regulations. These are designed to ensure that radioactive 
isotopes will be used by a person with the necessary experience, facili- 
ties and equipment for the safe handling and disposal of radioactive 
material. These regulatory requirements are concerned primarily 
with the safe marketing and handling of the products, and are not 
necessarily designed for the protection or in the interests of the 
consumer. 

In view of the hazards in the use and the possibilities of the 
distribution of preparations by other than qualified manufacturers, it 
was considered in order to have specific regulations for radioactive 
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isotopes. In considering the requirements applicable to these prod- 
ucts it was evident that they had many features in common with drugs 
like insulin and the bacterial vaccines in that the methods or prepara- 
tion, distribution and use require control] at the source to ensure safe 
drugs from a regulatory standpoint. On this basis, consideration was 
given to the inclusion of this group of drugs under Part II of Sched- 
ule B of the 1927 act or, now, under Section 12 of the 1953 act, wherein 
authority is provided that: 

No person shall sell any drug described in Schedule C or D unless the 
Minister has in prescribed form and manner indicated that the premises in 


which the drug was manufactured and the process and conditions of manufacture 
therein are suitable to ensure that the drug will not be unsafe for use. 


Radioactive isotopes were included in the list of Schedule C drugs. 


Oral or Parenteral Use 


In addition to the general requirements that a manufacturer 
prepare a drug under the above requirements, fulfillment of which 
entitles the manufacturer to what is referred to as a license, specific 
requirements for radioactive isotopes for oral or parenteral use were 
drafted and submitted to the Atomic Energy Control Board and to 
the pharmaceutical manufacturers of radioactive-isotope preparations 
for comments. After due consideration with the above groups it was 
felt that the following regulations would meet the situation, and a 
recommendation for their enactment to the Governor in Council was 
made and promulgated in July, 1952: 


Definition —Radioactive isotopes include all substances having 
the property of emitting alpha or beta or gamma rays. This appears 
all-inclusive and capable of including products emitting only one 
type of radiation, for example, alpha rays or a mixture of two or all 
three types of rays. 


Unit of Activity—The unit of activity of radioactive isotopes shall 
be expressed in terms of the International curie. This ensures a 
uniform and recognized statement of the activity of the drug. 


Proper Name.—The proper name of radioactive isotope shall be 
the name of the respective atom showing its mass number and the 
compound in which it is combined. The name of the compound with 
the mass number of the radioactive atom is considered the proper 
name of the drug, for example, sodium iodide (I**') and sodium phos- 
phate (P**). 
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Label.—No person shall sell radioactive isotope unless both the 
inner and outer labels of every package thereof carry legibly and 
conspicuously (a) a statement of the activity in International curie 
and (b) a statement of the date when the labeled activity was meas- 
ured. In order to inform the physician of the activity of the drug 
at the time of use, it is essential to have the date on which the activity 
was checked. In this way the dose may be calculated from standard 
decay curves. 


Packaging.—No person shall ship radioactive isotopes unless they 
are packaged in such a manner that the hazard of handling is suf- 
ficiently reduced to satisfy the standards required by the regulations 
of the Board of Transport Commissioners. The transportation of 
these drugs requires special packaging in lead containers to ensure 
their safe handling in transit. For example, it has been reported that 
to ship an amount of radioactive gold the size of a postage stamp, 
100 pounds of lead shielding is required. 


Distribution and Sale—General Requirements 


In addition to the above specific requirements, the distribution 
and sale of preparations of radioactive isotopes are subject to the 
general requirements of a licensed manufacturer. This includes an 
inspection of the manufacturer's establishment, the maintenance of 
the premises under the direct control and supervision of a responsible 
qualified person, the keeping of records of manufacture, testing and 
distribution of each lot and, in the case of preparations for parenteral 
use, the checking of the final containers of each filling for identity, 
safety, sterility and pyrogens. This last requirement has presented 
some difficulties to manufacturers in that it is necessary to dispatch 
the drug as soon as possible after it is ampouled and assayed for 
activity in order that the patient receives an adequate dose. If the 
drug were held awaiting the results on sterility, safety and pyrogen 
testing before release for shipment, sufficient decay of activity would 
occur as to reduce the potency to a level which might be inadequate 
for the needs of the patient. In order to overcome this difficulty, it 
appeared desirable to permit immediate release of the final container 
after checking for identity and activity. At the same time a sample 
from the lot is withheld and checked, where applicable, for safety, 
sterility and pyrogens. If the results of these tests show that adminis- 
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tration of this lot is contraindicated, then the manufacturer is required 
immediately to contact the consignee. 


Safety of Use 


Considerable clinical and experimental experience has been ob- 
tained in the use of radioactive iodine (1'*') in the diagnosis and treat 
ment of thyroid disorders and with radioactive phosphorus (P**) in the 
treatment of leukemia and carcinoma of the skin. The safety of use 
of these two preparations appears quite well established and they are 
no longer considered as drugs under experimental investigation. A 
number of other radioactive-isotope preparations are under intensive 
study, and these are considered as new drugs and their distribution is 
limited to experimental use by qualified investigators until a new- 
drug submission has been filed, found to comply with requirements 
and the preparation added to the license held by the manufacturer. 


The above regulations have been found to meet the needs of the 
pharmaceutical preparations of radioactive isotopes in use at the 
present time. As the application of the products of nuclear reactors 
is extended through continued research, additional regulations may 
be found necessary to meet the situation. [The End] 


¢ FDA REPORT FOR JULY * 


Fifty-one lots of food unfit for consumption were seized in July, 
according to the Food and Drug Administration’s announcement in its 
monthly report, released August 25, 1954. Three of these lots involved 
carloads of wheat that had been treated with a poisonous mercury com 
pound for seed use and later was mixed with good wheat and shipped 
for food use. 

Forty-eight of the seizures removed 229,028 pounds of decomposed 
and rodent- and insect-contaminated food from trade channels. In 3) 
of these cases the foods became unfit while they were held in storag« 
after interstate shipment. Two other seizures covered animal feeds that 
were misbranded as to their nutritive contents 

Eleven lots of drugs and one medical device were seized becaus« 
of misleading curative statements or failure to contain the ingredients 
claimed. Two other drug seizures involved penicillin products which 
violated the certification regulations. 

Thirteen criminal prosecution cases and two injunction cases were 
terminated during the month 

Late reports were also received of the seizure in June of 42,880 
pounds of filthy and decomposed food. Forty shipments of contaminated 
food products had been announced in the FDA report for June, re- 
leased July 24, 1954. 





By JOSEPH WINSTON 


DOES “INSPECTION” 
THE RIGHT TO 








N 1938, CONGRESS for the first time granted authority to desig- 
nated officers or employees of the Food and Drug Administration 
to enter food plants and to make inspections, provided request was 
made to, and consent obtained from, the owner, operator or custodian.’ 
Under this law, the Commissioner of Food and Drugs, while acknowl- 
edging lack of specific authority to photograph,’ has nevertheless con- 
tended that factory inspection includes, among other things, the right 
to photograph various conditions in the plant.* 


Acting upon this contention, food and drug inspectors in the 
course of their inspection have taken on numerous occasions still 
pictures and, at other times, live movies.* Generally, the inspectors do 
not apprise the food processor that any of their photographs may be 
utilized against him later in a criminal prosecution nor, to the knowl- 
edge of the writer, do the inspectors generally ask for specific permis- 


sion to take photographs. If they receive permission to inspect, they 





1 Sec. 704, Federal Food, Drug, and Cos- 
metic Act, 21 USCA, Sec. 374. 

? Hearings before Committee on Inter- 
state and Foreign Commerce on H. R. 
2769, H. R. 3551, H. R. 3604, 83d Cong., 
ist Sess. (1953), p. 94: 

“Mr. O'Hara: . Where (do) you 
claim you have a specific authority to 
photograph or take photographs of a 
plant when you make an inspection? 

“Mr. Crawford: I know of no specific 
authority to take photographs of a plant, 
Mr. O'Hara. I had assumed that what the 
inspector saw could be recorded."’ 

All further references to these hearings 
will be referred to as ‘‘Hearings."’ 

* Petition for certiorari of United States 
of America in U. 8. v. Cardiff, No. 652, 
October, 1951 Term, p. 19: 


“Factory inspection of a drug plant 
may include observation, photography and 
appraisal of the following factors on the 
premises . in 

* Hearings, p. 94. However, H. Thomas 
Austern, counsel for the National Canners 
Association, has advised the members of 
this association not to permit the taking 
of photographs as part of an inspection. 
See Hearings, p. 139: 

*‘We have told the Canners that they do 
not have to give private formulas, quality- 
control records or pose themselves or their 
plants for photographs or to qualify their 
personnel. We know that the FDA in the 
Cardiff petition asserted a different view 


44 





_ INCLUDE 
TAKE PHOTOGRAPHS? 





Discussing Factory Inspection, This Attorney, of New York, 
Notes That Worthy Accomplishments of the Food and Drug 
Administration Should Not Deter Courts from Restrain- 
ing It When It Proceeds Without Proper Statutory Base 


will assume authority to photograph appropriate aspects of the plant. 
Needless to say, this evidence will then be utilized most effectively 
against the defendant in any future criminal proceeding that may be 
brought. The Commissioner has stated that no one has ever objected 
to the taking of photographs, which may explain why there is such a 
paucity of reported litigation on the subject. In all the reported cases 
sustaining the right to photograph, the court has found that specific 
permission to take photographs was given, along with specific permis- 
sion to inspect.®° In no case has the court decided squarely whether 
photographs are included within the purview of inspection.‘ 

As a result of the Cardiff case, a compulsory-factory-inspection 
law was passed in the Eighty-third Congress, First Session, and 
approved by President Eisenhower on August 7, 1953.’ The new law 
does not define the term “inspection” nor the scope of the word “in- 
spect,” although the House committee to which the proposed bill was 





5U. 8. v. 75 Cases of Peanut Butter, 54 
F. Supp. 641 (DC Md., 1944), rev'd., 146 
F. (2d) 124 (CCA-4, 1944), cert. den., 325 
U. S. 856 (1945); U. 8S. v. Arnold’s Phar- 
macy, CCH FOOD DRUG COSMETIC LAW 
REPORTS { 7269, 116 F. Supp. 310, 313 
(DC N. J., 1953): U. S. v. Steiner, CCH 
FOOD DRUG COSMETIC LAW REPORTS 
§ 7277 (DC N. Y., 1954); ef. U. 8. v. Mary- 
land Baking Company, 81 F. Supp. 560 
(DC Ga., 1948). 

*In Golden Grain Macaroni Company v. 
U. S., CCH FOOD DRUG COSMETIC LAW 


REPORTS { 7273, 209 F. (2d) 166 (CA-9, 
1953), government inspectors took photo- 
graphs of defendant's plant, introduced into 
evidence as plaintiff's Exhibits 11 and 14 
Examination of all the briefs on appeal, 
together with a letter dated May 3, 1954, 
from counsel for defendant to the author, 
confirms that no objection was raised, 
on either trial or appeal, that ‘‘photo- 
graphing” is not included within the ambit 
of “‘inspection."’ 

‘Pub. L. 217, 83d Cong., Ist Sess. (1953) 
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referred had been urged to do so.* Although, normally, the re-enact- 
ment of a federal law which has been construed by an administrative 
agency consistently over a period of time and whose construction has 
been brought to the attention of Congress indicates Congressional 
approval of the previous .dministrative procedures and construction, 
the legislative history of H. R. 5740 indicates conclusively that the 
enactment of the new factory-inspection law did not confirm the 
previous administrative construction placed upon it.* Instead, the ques- 
tion of scope of authority to inspect was specifically left to the 
courts. As was noted by the chairman of the Senate Committee on 
Labor and Public Welfare, which had charge of the bill that was 
ultimately reported out as H. R. 5740, the scope of inspection was 
not an issue before his committee.’® It was primarily concerned with 
restoring the right to factory inspection, leaving to the courts the 
extent of its meaning. 

Since the passage of the new law has not sustained the right of 
food and drug inspectors to take photographs, it becomes appropriate 
to consider whether this photographing is a justified procedure or 
represents the ever-widening attempts of administrative bodies, how- 
ever well meaning, to enlarge their authority, 


Meaning of “‘Inspection”’ 


Etymologically, the word “inspect’’ comes from the Latin words, 
Obviously, the 


oe 


in, meaning “on,” plus sPecere, meaning “to look at.” 
Romans meant the words to indicate “looking at something with 
human eyes,” *' and not with photographic equipment.'* In the English 
language, the word “inspect” means “to look carefully at or over; view 
9? 13 


closely or critically. 





* Hearings, pp. 139, and following, 160, 
174. 

*H. Rept. No. 708, 83d Cong., 1st Sess. 
(1953); S. Rept. No. 712, 83d Cong., Ist 
Sess. (1953): 99 Congressional Record 
9153-9171 (July 15, 1953), 9239-9258 (July 
16, 1953), 11299-11308 (August 3, 1953), 
11358-11359 (August 3, 1953); see Rhyne and 
Mullen, ‘‘Inspect What? A Study in Legis- 
lative History,"" 9 FOOD DRUG COS- 
METIC LAW JOURNAL 18 (1954); ‘‘De- 
velopments in the Law—The Federal Food, 
Drug, and Cosmetic Act,’’ 67 Harvard Law 
Review 632, 686 (1954). 

” 99 Congressional Record 11300 (August 
3, 1953): 

‘Mr. Purtell: The bill simply takes care 
of a deletion which was caused by a deci- 
sion of the Supreme Court. It simply 


restores the right to inspect. The scope of 
inspection is not in contest at all in the 
bill."’ 

“Me inspectante,’’ meaning ‘‘before my 
eyes"’ (Cicero, Epistulae ad Familiares 1, 
9, 19); “astante et inspectante ipso,’’ mean- 
ing “‘in his presence and before his eyes” 
(Caesar, Bellum Gallicum, 2, 20: see other 
examples in Lewis and Short, A New 
Latin Dictionary (1907), p. 967. 

"% The word ‘‘photography"’ did not come 
into general use until 1839. (Columbia 
Encyclopedia, p. 1540.) 

"The New Century Dictionary, p. 836; 
Webster's Unabridged Dictionary, p. 1286; 
see also District of Columbia v. Little, 178 
F. (2d) 13 (CA D. C., 1949), aff'd, 339 
U.S. 1 (1950). 
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The Senate report on H. R. 5740 was cognizant of this meaning of 
the word, for Senator Purtell stated: “The Committee recognizes that 
inspection means ‘to examine critically’ and the words of the statute 
should be given meaning consistent with the over-all purpose of the 
act in protecting the public.” 


Applications in Other Fields 


Throughout the years, the word “inspection” has acquired other 
meanings beside ocular examinations. In the word 
“inspect” may include the right to make copies and memoranda of 


one context, 


the items examined ;** in another it may embrace different tests and 
examinations to determine fitness for use of the item “inspected” ;** 
and in the third, the purpose is accomplished by merely looking at the 
object to be inspected.*” In each case, to determine the particular 
sense in which the word is used, it is crucial to ascertain the purpose 
of the statute and also to understand the context in which the word 
appears. Several illustrations will serve to make clear the distinctions 

Many states have statutes providing that public records and 
documents are open to public inspection, the theory behind the rule 
being that the spotlight of publicity will deter public officials from 
wrongdoing. Does this right to inspect public records include the 
right to make copies thereof? Obviously, the answer should be in the 
affirmative, for one can hardly expect the taxpayer to commit to 
memory lengthy records proving the misfeasance of public officials ; 
no purpose would be accomplished by such a narrow meaning, except 
to permit crooked public officials to escape their just deserts. The 
cases have been fairly unanimous in holding that, as applied to public 
records, the word “inspection” is not restricted to visual examination, 
but includes the right to make copies. A typical holding is /n re 
Becker,’* where a taxpayer, as part of his inspection of public records, 
desired the right to copy the receipts and disbursements derived from 
Sunday moving-picture exhibitions. The court sustained the tax- 
payer's contention, stating : 

The right to copy seems to be a necessary incident of the right to inspect, 
for otherwise the purpose of the inspection would largely be thwarted, or at 
least the person making the inspection would be subjected to much inconvenience 

* Turner v. Maryland, 107 U. S. 38 
(1883); Kucker v. Sunlight Oil & Gasoline, 
230 Pa. 528 (1911); Fidelity @ Casualty v. 





“ Delaplane v. Crenshaw, 15 Gratt. 457, 
467 (Va., 1860): 
“If it be conceded that ‘to inspect’ means 


more than to make mere ocular examina- 


a 
% See cases cited at footnote 19. 


City of Seattle, 16 Wash. 445 (1897). 
™ Cases cited at footnote 24. 
% 200 App. Div. 178 (3d Dept., 1922). 
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and loss of time. . . . Discussion of this question, however, is unnecessary, 
because it seems to be settled by authority in this state that the right of inspec- 
tion includes the right to copy. Cotheal v. Brouwer, 5 N. Y. 562; Henry v. Babcock 
& Wilcox Co., 196 N. Y. 302. . .; Matter of Martin, 62 Hun. 557, 17 N. Y. Supp. 
133, affirmed on opinion below 133 N. Y. 692 ...; People ex rel. v. General Com- 
mittee, 25 App. Div. 339, 49 N. Y. Supp. 723; People ex rel. Lorge v. Consolidated 
National Bank, 105 App. Div. 409, 94 N. Y. Supp. 173.” 


In the case of Pettersen v. Rahtjen’s American Composition Com- 
pany,*° the question was whether the master was negligent in erecting 
or furnishing an unsafe scaffold. The defendant asked for a charge 
that if the plank broke because of the defect not discoverable by in- 
spection, the master was not liable. The lower court refused this 


charge and, on appeal, this was held to be in error. The court stated: 


“Inspection” is not limited necessarily to visual examination. It is ordinarily 
understood to embrace such tests and examinations as are proper to determine 
fitness and to comprehend an inquiry into safety, efficiency and quality not 
resting on visual inspection alone.” 

In a negligence action, where the trend of the law has been to 
spread the loss rather than limit it to the person injured, the word 
“inspection” should receive the broadest type of construction, encom- 
passing any and all tests designed to insure safety. 

In People v. Compagnie Générale Transatlantique,”* an act of New 
York empowered the Commission of Immigration to “inspect the per- 
sons ... of all persons... to ascertain who among them are habitual 
criminals, or pauper lunatics, idiots, or imbeciles |[etc.] 

It was argued by the State of New York that this was an inspec- 
tion law within the meaning of Article I, Section 10, Clause 2 of the 
Constitution, and therefore valid. The Supreme Court held the law 
unconstitutional, stating that New York had invaded a field that 
Congress had pre-empted. The Court commented on the meaning 
of “inspection” as phrased in this statute: 

It may safely be said that these are matters incapable of being satisfactorily 
ascertained by inspection. 

What is an inspection? Something which can be accomplished by looking 
at or weighing or measuring the thing to be inspected or applying to it at once 


some crucial test. When testimony or evidence is to be taken and examined, it 
is not inspection in any sense whatever. 





” Accord: Randolph v. State, 87 Ala. 527 teri, 124 N. Y. S. (2d) 805, aff’d., 124 
(1887); Boyland v. Warran, 39 Kan. 301 N. Y. S. (2d) 816 (1st Dept., 1953). 
(1888); Fuller v. State, 154 Fla. 368 (1944); 7127 App. Div. 32 (2d Dept., 1908). 
State of Minnesota v. Rachac, 37 Minn. 372 1 Accord: Texas v. Allen, 114 F. 177 
(1887); Westside Ford Inc. v. U. 8., 206 F. (CCA-5, 1902). 
(2d) 627 (CA-9, 1953); cf. Cheikis v. Impelli- 22107 U. S. 59 (1883). 
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In many cases, at the judge’s discretion, the jury may visit premises 


and inspect real property or the scene of a crime.** In this context, 
“inspection” means quite simply looking at the premises with one’s 


eyes and nothing more. It has retained its pristine meaning.** 
At common law and in the absence of statute, the courts have 


the power to grant inspections under certain limited circumstances.*® 
To overcome these limitations, most states have passed discovery and 


inspection laws, which do not rely for their meanings upon the 


chameleon-like possibilities under a mere power of inspection. The 
statute sets out in detail its meaning. Thus, Rule 34 of the Federal 
Rules of Civil Procedure provides that the court may upon motion per 
mit any party “inspection and copying or photographing” of papers, 
etc., and may also permit entry upon land for the purpose of “inspect 
ing, measuring, surveying or photographing” property. Rule 16 of the 
Federal Rules of Civil Procedure likewise provides that upon motion, 
the court may permit the defendant “to inspect and copy or photo- 
graph” designated books, etc. Section 324 of the New York Civil 
Practice Act provides that a court of record may permit a party “an 
inspection and copy or permission to take a copy or photograph of a 
book” or other specified documents. Other states have similar statutes.** 


At this point in our discussion, it becomes important to ascertain 
the purpose of “inspection” under Section 704 of the Federal Food, 
Drug, and Cosmetic Act, and the context in which it appears. 


% Mississippi Code Annotated, Sec. 1800 * Snyder v. Commonwealth of Massa- 
(1942): ‘‘Court and jury to have a view or chusetts, 291 U. S. 97 (1934): Close v. Jowa, 
inspection of the property’; Maryland 27 Iowa 503 (1869); People v. Landers, 264 
Code Annotated, Art. 75, Sec. 105 (1939): N. Y. 119 (1934); People v. Thorn, 156 N. Y. 
“jury makes an inspection of real prop- 286 (1896). 
erty’’; New Jersey Revised Statutes 2:99-2 * Wigmore, cited at footnote 23, Sec 
(1937): ‘“‘examination and inspection of 1856. 
real or personal property’’; South Carolina ** New Jersey Statutes Annotated 2:27-169 
Code, Sec. 8440 (1942): “Jury .. . shall (1939): “‘An inspection and copy or per- 
proceed to inspect the premises."’ mission to take a copy"’; New Mexico Stat- 

Most statutes use the word ‘‘view'’ rather utes Annotated 19-101 (34) (1941) “An 
than the word “‘inspection”’ (see statutes inspection and copying or photographing” ; 
collected in Wigmore, Evidence, Sec. 1163, Iowa Code, p. 2359, Rules of Civil Proce- 
note (3d Ed., 1940)), but the cases use the dure, Rule 131 (1950): ‘‘to inspect, view, 
words interchangeably in this connection. measure, survey or photograph'’: Califor- 
See Washington Coca-Cola Bottling Works nia Code of Civil Procedure, Sec. 1000 
v. Kelly, 40 Atl. (2d) 85 (Mun. Ct. App. (1949): ‘‘inspection and copy or permission 
D. C., 1944): “This question of inspection to take a copy’’; Indiana Statutes Anno- 
by the jury or ‘view’ as it has frequently tated 2-1645 (Burns, 1953): ‘‘an inspection 
come to be called has been many times and copy of any book'’; Massachusetts 
considered and decided. So far as we are Annotated Laws, Sec. 68 (1933) “may 
aware the decisions are uniformly to the inspect and take copies’: Nebraska Re- 
effect that appellate courts will not revise vised Statutes 25-1267 (1943): “‘an inspec- 
a ruling granting or refusing a view by tion and copy or permission to take a 
the jury uruess an abuse of discretion is copy’’'; Mississippi Code Annotated, Sec 
shown.”’ 1659 (1942): ‘‘an inspection and copy or 

permission to take a copy."’ 
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Purpose of Food, Drug and Cosmetic Inspections 


The Department of Justice has argued for the Food and Drug 
Administration that certain types of adulteration or misbranding 
cannot be ascertained from an analysis of the finished product alone 
after it has left the factory, but can be uncovered only by a factory 
inspection.** Two examples have been furnished by the Department of 
Justice.** In the first case, it is noted that insects and excreta contain 
both soluble and insoluble material which may contaminate milk from 
which butter and cheese are manufactured. Modern pressure filtrations 
remove the evidence of insoluble filth, but the soluble filth becomes so 
integrated in the finished product that its presence cannot be detected 
by any objective test of the food. To discover this filth, the Food and 
Drug Administration must have access to the plant in order to ex- 
amine, sample and analyze the raw materials and filter pads. 


The second example relates to the utilization of a coal-tar color. 
Section 402(c) provides that a food is adulterated if it bears or contains 
a coal-tar color other than one from a batch that has been certified 
in accordance with the law. The government contends that it is im- 
possible to ascertain from the finished product whether the coal-tar 


color in a product came from a batch that had been certified unless 
there is a factory inspection both at the plant which manufactured the 
coal-tar color and at the plant which manufactured the product con- 


taining such color. 


The Food and Drug Administration has supplied other instances 
where factory inspection is necessary in order to uncover adulterations 
or misbranding. In one case, a pickle factory was freely accessible to 
pigeons, resulting in the pickles being contaminated with excreta.*® 
In another case, workmen were observed scraping the words “horse 
meat” from barrels and remarking them with the words “chucks” and 
“shanks.” *° In a third case, it is argued that only by actual inspec- 
tion at the factory can it be determined whether excessive water is 
added to oysters during the normal washing to clean them.” 


In each of the foregoing illustrations, a visual examination of 
the factory and equipment, together’ with an appraisal by the in- 
spector and/or a laboratory analysis of the raw material and finished 
product involved is sufficient to uncover the wrongdoing. In no case 





Cited at footnote 3, at p. 16. ” Hearings, p. 62. 
2% Cited at footnote 3, at pp. 17, 18. * Hearings, p. 61. 
2° Hearings, p. 61. 
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was a photograph necessary as part of the inspection routine im order 
to reveal a violation of the law that but for the photograph would 


have gone unnoticed. 


Photographs were used by the government to convict the defend- 
ant in court on a criminal violation, not to lay bare adulteration or 
misbranding that would otherwise have gone undiscovered. Since 
the purpose of factory inspection, according to the Food and Drug 
Administration, is to discover a malefaction that could not be un- 
earthed by laboratory inspection of the finished product and since a 
photograph of a violation is not used for this purpose but for a different 
one, “photographing” clearly is not included within the ambit of 
“inspection” under the Federal Food, Drug, and Cosmetic Act. 


Still another reason points to the view that “inspection” under 
Section 704 does not include the taking of photographs. Section 703 
provides that carriers and other persons shall give “access” to the 
Secretary or his duly designated employees and shall permit him to 


“copy” all records showing the movement in interstate commerce of 


ro 


any food, drug, device or cosmetic. If the word “inspect” were the 
all-inclusive word that the Food and Drug Administration contends 
it is, Congress could very easily have provided that the authorities 
might “inspect” the records, rather than to grant them access and to 
authorize them to copy the records. 


Congress, having enacted the Federal Rules of Civil and Criminal 
Procedure, with its clear distinctions between inspecting and copying 
or photographing, was equally precise in its enactment of Sections 
703 and 704 of the Federal Food, Drug, and Cosmetic Act. Its failure 
to include “photographing” as part of inspection was not an oversight, 
not an aberration. Photographs are used by the Food and Drug Ad- 
ministration to secure convictions in court; the factory-inspection law 
is predicated upon a different theory. One of its purposes is to reveal 
adulterated or misbranded foods so that manufacturers withhold them 
from the channels of interstate commerce. This clearly appears from 
the majority report of the Committee on Interstate and Foreign Commerce : 

The inspection powers which were exercised by the Food and Drug Ad- 
ministration prior to the decision in the Cardiff case, and which are provided for 
by this legislation, are a necessary part of a regulatory scheme intended to 
protect the health and lives of the public by preventing the channels of inter- 
state commerce from being used for the distribution of adulterated and mis- 


branded food, drugs, devices, and cosmetics. The inspections are normally a 
matter of routine checking, primarily as to sanitary and related conditions, and 
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are not necessarily based on any prior suspicion or determination that any law 
has been or is being violated. As has been pointed out, one purpose of such 
inspections is to encourage compliance with the Food, Drug, and Cosmetic 
Act by bringing to light conditions which may cause products to be adulterated 
or misbranded, thus enabling manufacturers and processors to correct condi- 
tions and to withhold adulterated or misbranded products from the channels of 
interstate commerce.” 

The Commissioner of Food and Drugs has advanced two reasons 
for taking photographs under Section 704: * 

First, a photograph is a material recording of what the inspector 
sees and, since the inspector can record in words his critical examina- 
tion, he can record it via photographic equipment.** This reasoning 
is hardly valid, for he can only record it via photographic equipment 
if the statute gives him that right, and if there is a deliberate omission 
of this right, he exceeds his authority. 

Second, as a practical operating proposition, a picture aids the 
Food and Drug Administration in its analysis of the factory output of a 
plant. This is a make-weight argument, devoid of any validity. In 
any event, it is for Congress—and not for the Commissioner—to decide 
this. If there is a need for statutory authority, it is not the duty of 
the Commissioner to remedy any lacuna on the ground of some higher 
law.** He should make known his view to Congress where the ques- 
tion may be properly resolved. 

The Food and Drug Administration has performed noteworthy 
service in safeguarding the health of the American people. Its zealous 
efforts in behalf of the consumer, executed with a small staff of em- 
ployees * with praiseworthy integrity, have indeed merited the paeans 
of praise that have been heaped upon it.** However, its laudable ac- 
complishments should not deter the courts from restraining its actions 
when it proceeds without a proper statutory base. High purpose and 
laudable ideals are not a substitute for statutory authorization. It is, 





#2 H. Rept. No. 708, 83d Cong., 1st Sess. 
(1953), p. 5. 

*® Hearings, p. 94. 

“Cf. Cardozo, J., in Snyder v. Com- 
monwealth of Massachusetts, cited at foot- 
note 24, at p. 115: ‘‘Much is made of a 
supposed analogy between a view and a 
photograph, but the analogy, whatever its 
superficial force, is partial and mis- 
leading.”’ 

% Whatever may be the merits of that 
vague and amorphous doctrine of natural 
law so much in vogue in late years (cf. 
Professor Maurice Finkelstein’s review in 
53 Columbia Law Review 1184, 1185 (1953) 
with Mr. Justice Holme’s statement on na- 
tural law in Collected Papers, p. 310, and 
the doctrine in another form in Professor 


Cahn'’s The Sense of Injustice, p. 13), it 
has thus far not made its debut in food 
and drug litigation. 

* There are only 205 inspectors to ex- 
amine 77,000 food plants and 55,000 drug- 
stores. (Hearings, pp. 86, 93.) 

** News release dated May 1, 1953, of the 
Food and Nutrition Board of the National 
Research Council, reprinted in 8 FOOD 
DRUG COSMETIC LAW JOURNAL 510 
(1953) : 

“The board also wishes to express the 
conviction that our Food and Drug Ad- 
ministration has won the confidence of 
American food industry to a remarkable 
degree by its long record of performance 
of its duty in high integrity and technical 
competence.”’ 
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indeed, the function of the law to terminate quickly these arbitrary 
intrusions, regardless of the motives animating the FDA. In this 
connection, it is well to keep in mind a recent decision of Judge 
McNamee in restraining a well-intentioned police chief from suppress- 
ing and censoring allegedly obscene books: 

Not only did the defendant exceed his lawful powers in suppressing the 
publications, but the methods he employed in censoring the books were arbitrary 
and unreasonable. This is not to impugn the defendant’s sincerity of purpose 
or his praiseworthy ambition to suppress lewd and indecent literature. But a 
Chief of Police, like all other public officials, must act within the scope of his 
express and implied powers under the law. So important is the principle it 
expresses that it never becomes trite to say, “Ours is a government of laws 
and not of men.” It is the duty of courts to protect the integrity of this 
principle. The judicial office has no higher function to serve than the restraint 
of official arbitrariness. Arbitrary power, inspired by good motives, no less than 
that animated by evil intent, is an attack upon the supremacy of the law.” 


[The End] 


PRESIDENT EISENHOWER’'S VETO STATEMENT— 
CODIFICATION BILL 
“I have withheld my approval from H. R. 9728, ‘To revise, codify, 
and enact into law, title 21 of the United States Code, entitled “Food, 
Drugs, and Cosmetics.” ’ 


the bill makes one very important substantive change and 
casts serious doubts on the status and interpretation of other statutory 


provisions The most important change is the deletion from the 
multiple seizure powers of the present law the authority which the Food 
and Drug Administration has had for a number of years to make more 
than one seizure of food, drugs, and cosmetics, where they bear identical 
labeling which is believed fraudulent or so materially misleading as to 
injure or damage the purchaser or consumer. . Such a limitation 
would make it possible for fraud and material deception to continue 
unabated until the validity of the labeling involved in the seizure cas« 
is definitely settled by the courts. 

“The enactment also contains a new substantive provision affect- 
ing the administration of the Federal Food, Drug, and Cosmetic Act, 
the meaning of which is very uncertain, namely, that the Administrative 
Procedure Act ‘shall continue to apply to all activities of the Food and 
Drug Administration’. . . . The new language, unless it should be 
regarded as mere surplusage, might be held to effect basic changes i 
existing procedures, thereby placing the Food and Drug Administration 
under requirements not applicable to any other Federal agency 

“Finally, the enactment, through oversight, may nullify the pro 
visions of legislation relating to the importation of animals and poultry 
into the Virgin Islands . . . (P. L. 517). The enrolled measure 
apparently does not take into consideration the amendments to the 
Organic Act of the Virgin Islands which were made by that Act ~ 


= New American Library v. ‘Allen, 114 F 
Supp. 823. 834 (DC Ohio, 1953) 
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and Legislative Developments 





Significant Comments 


Legislation 

An amendment to the Federal Food, Drug, and Cosmetic Act, 
enacted during this term of Congress, declares a raw agricultural 
commodity to be adulterated if it bears or contains “a pesticide 
chemical which is unsafe . . . .” Also, procedures are set up for 
regulating the amount of pesticide chemical residue which shall be 
permitted to remain in or on raw agricultural commodities.’ A “pesti 
cide chemical” is defined? as: 

... an “economic poison” within the meaning of the Federal Insecticide, Fungi- 
cide, and Rodenticide Act (7 U. S. C. §§ 13£-135k) .. . and which is used in the 
production, storage, or transportation of raw agricultural commodities.’ 

The word “unsafe” is defined as follows: Except within toler- 
ances to be set up by the Secretary of Health, Education, and Welfare, 
a pesticide chemical which is poisonous or deleterious, or which is not 
generally recognized among qualified experts as safe for use on a 
raw agricultural commodity, shall be deemed unsafe.* 


It will be noted that Section 406 remains in the food and drug 
Act, and is unchanged. Thus, the amendment sets up procedures for 
handling pesticides in raw agricultural commodities, but processed 
foods are in exactly the same position as before the amendment, 
namely, being covered in this regard by Sections 402(a) and 406. 


The House report for the amendment states that: 
1Pub. L. No. 518, 83d Cong., 2d Sess. ity’ means any food in its raw or natural 
(July 22, 1954). state, including all fruits that are washed, 
2 Sec. 201(q), Federal Food, Drug, and colored, or otherwise treated in their un- 
Cosmetic Act, hereafter called food and peeled natural form prior to marketing 
drug Act. . .. .” (See. 201(r), food and drug Act.) 
***The term ‘raw agricultural commod- *Sec. 408(a), food and drug Act. 
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. . [the] primary purpose of the bill is to assure greater protection of the public 
health by improving, simplifying, and speeding up the method for regulating 
the amount of residue which may remain on raw agricultural commodities after 
use of pesticide chemicals.® 


The importance of the legislation to the consumer, to processors 
who purchase raw agricultural commodities and to the pesticide indus- 
try is demonstrated by the fact that there was no real opposition to 
the bill. In regard to the need for the amendment, the House report 


states: 


Regulations limiting the amount of pesticide residue which may remain in or 
on food have been issued under the present law in only one instance, although 
the law authorizing such regulations has been in effect for over 15 years. During 
all that time control has been exercised through unofficial and informal tolerances 
In 1950, lengthy public hearings were held for the purpose of establishing official 
tolerances . for fresh fruits and vegetables. These hearings, at a cost of nearly 
a half-million dollars to Government, to industry, to agricultural organizations, 
and to the various land-grant colleges, produced a very large volume of evidence 
that had not theretofore been gathered together, but the record is still under 
consideration by the Government and the necessary tolerances have not yet been 
issued. This has been responsible for uncertainty under the law. It has handi 
capped the Government in enforcing the law, the grower in complying with the 
law, and the pesticide manufacturer and Federal and State agencies in discharging 
their responsibility for advising and making recommendations to the grower with 
respect to the use of pesticide chemicals. This, together with the introduction of 
a large number of new pesticide chemicals, some of which are known to be toxic, 
has been responsible for concern that existing law is inadequate to protect the 
public health.* 


The Federal Insecticide, Fungicide, and Rodenticide Act of 1947 
controls the marketing of pesticide chemicals with regard to their 


~ SH. Rept. 1385, 83d Cong., 2d Sess, p.1 
(1954). 
* Cited at footnote 5, at pp. 2-3. 
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safety and effectiveness. The present amendment supplements that 
act by controlling the residue on raw agricultural products. 


The setting up of tolerances under the amendment is accom- 
plished in a most interesting way—and in an unusual way in federal 
law. Besides the relation set up between the food and drug act and 
the insecticide act, the tolerance is established after interplay among 
three groups if there is any dispute as to what the tolerance should 
be. These groups are the Department of Health, Education, and 
Welfare; the Department of Agriculture ; and an independent advisory 
committee. It is not uncommon for two departments to play parts 
in one act, as for example the Treasury and the Department of 
Agriculture, or the Treasury and the Department of Health, Educa- 
tion, and Welfare. But it is uncommon for two departments and an 
independent advisory committee to be linked up, and it will be inter- 
esting to see how the plan works out. 

Procedures are set up in the amendment providing for a hearing 
for “interested” parties on debatable aspects of proposed tolerances, 
and the right of appeal to the courts is provided. However, in line 
with the new provisions for food-standard promulgation, noncontro- 
versial points and tolerances may be established without formal 
hearings and without extensive records. Such an informal procedure 
is a progressive step in administrative law. 

Returning to the use made of three groups in establishing debat- 
able tolerances, this three-pronged vehicle for establishing tolerances 
does not, as one might at first think, greatly weaken the amendment, 
for it does not commit the worst of all sins in administrative acts, 
to wit, of giving a little power to each of several groups, and a lot 
of responsibility. The power is still in the Department of Health, 
Education, and Welfare—but with what, I believe, will amount to 
minor but perhaps important checks. Agriculture determines ques- 
tions of agricultural usefulness and probable residue levels involved 
in the establishment of tolerances. The Department of Health, Educa- 
tion, and Welfare determines questions of a public-health nature. 
Under specified conditions, the special committee assists by advice 
and recommendations. 

There is some advantage to industry in having an independent 
committee which is not controlled by the Food and Drug Administra- 
tion. One of the more serious administrative weaknesses in the plan 
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is that it may hamper continuity of development. If the committees 
tend to consider each problem or proposed tolerance in isolation, this 
will hinder a planned and interwoven, over-all development of tolerances. 

I understand that the Hoover Commission has given a good deal 
of attention to overlapping authority, and to divided authority. At 
least four agencies, for example, deal with margarine.’ The technique 


of trying to improve administrative performance by such checks and 
balances results in less authority for shouldering the same responsi- 
bility, and the device, while sometimes useful and necessary, should 


be carefully considered by lawyers. Some able students of administra- 
tive law are much concerned over the amount of parceling-out of 
authority in the federal government. 


Turning to another point, the language of the section which spells 
out how this advisory committee is to be selected is a bit puzzling.* 
In the first place, the second sentence is hard reading, and apparently 
needs a comma after the word “background.” In the second place, 
it is not quite clear who is to decide on the exact membership of a 
particular committee. The language in the reports indicates that the 
National Academy of Science picks them. But the language of the 
section says flatly that “the Secretary shall forthwith appoint a com- 
Later, it states that the “size of the committee shall 
Strictly speaking, I am not certain 


” ‘ 


mittee 
be determined by the Secretary.” 
that the language of the second sentence actually gives the National 
Academy of Science any real voice at all. I assume, however, that the 
intent is that the Secretary shall choose from a list furnished by the 
National Academy of Science. 

Three final comments on the amendment should be made. First, 
specific time limits are set for the establishment of tolerances. This 
is of importance to industry, and it should result in money saved 
for the government. Second, the burden is on the person proposing 
the tolerance to establish the safety thereof. Third, rather than requir- 
ing the request to come from a substantial portion of an industry, 


“any interested person” may propose issuance of a regulation. 


* Department of Agriculture, Federal 
Trade Commission, Food and Drug Admin- 
istration and the Treasury Department. 

®* Sec. 408(g): ‘‘Whenever the referral of 
a petition or proposal to an advisory com- 
mittee is requested under this section, or 
the Secretary otherwise deems such refer- 
ral necessary the Secretary shall forthwith 
appoint a committee of competent experts 
to review the petition or proposal and 


to make a report and recommendations 
thereon. Each such advisory committee 
shall be composed of experts, qualified in 
the subject matter of the petition and of 
adequately diversified professional back- 
ground selected by the National Academy 
of Sciences and shall include one or more 
representatives from land-grant colleges. 
The size of the committee shall be deter 
mined by the Secretary . - 





PAGE 558 FOOD DRUG COSMETIC LAW JOURNAL—SEPTEMBER, 1954 
Decisions 

Duress in Inspection—A recent district court decision holds that 
there is no duress involved where inspectors introduce and identify 
themselves as government agents before making their requests for 
information.® The dividing line between persuasion and duress is as 
yet not marked out by the courts, but it is easy to see the wisdom of 
the present decision. The decision also makes the obvious point that 
information voluntarily given cannot be suppressed in a criminal 


proceeding. 


Scope of Inspection—An opinion by the Attorney General of 
California holds that fruit which is still in the hands of the producer, 
and thus not in commerce, but which is intended for sale, and is cut 
and dried, is within the provisions of the state pure food act, and 
subject to inspection. The opinion points out that a state is not 
limited by “commerce” as is the federal government, and it states 
that the fruit “is produced, processed, and held for sale within the 
literal wording of section 26,459.” ?° 


Implied Warranty.—In a case of first impression, a Kansas court 
ruled that privity is not necessary in implied-warranty suits involving 
a cosmetic."' The court states that the common-law requirement of 
privity should not apply to food, as a matter of public policy, and 
that by the same logic, it should not apply to a cosmetic such as hair 
dye. One can see in this decision, perhaps, a result of cosmetics being 
regulated by the same statute as food and drugs—namely, in that 
cosmetics become subject to the same rules. However, one can also 
see herein an example of a court keeping up with the times, since 
cosmetics today are of far greater importance than in 1870 or 1900, 
and there is, thus, more reason for classing them with drugs and foods 
in matters of safety. Like the doctrine of consideration in contract 
matters, the requirement of privity has lost much of its appeal to 
many courts. Whether this is sound policy or not is now under 
serious debate. 





*U. 8. v. Lyon Drug Company, CCH giving of any such article; and the sup- 


FOOD DRUG COSMETIC LAW REPORTS 
{ 7290 (DC Wis., June 25, 1954). 

Sec. 26,459: ‘‘The provisions of this 
chapter regarding the selling of food, shall 
be considered to include the manufacture, 
production, processing, packing, exposure, 
offer, possession, and holding of any such 
article for sale; the sale, dispensing and 


plying or applying of any such articles in 
the conduct of any food establishment."’ 
(CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 85,148 (June 21, 1954).) 

"Graham v. Bottenfield’s, Inc., CCH 
FOOD DRUG COSMETIC LAW REPORTS 
{ 22,360, 176 Kan. 68 (April 10, 1954). 





SIGNIFICANT COMMENTS 


Administrative Action 


In order to avoid duplication of effort and injustice to industry, 
the Federal Trade Commission and the Food and Drug Administration 
have reached a working agreement which assures sole jurisdiction 
in FTC over advertising, and in FDA over labeling. Only in unusual 
situations will both agencies proceed at the same time against the 


same party for the same act. From a legal viewpoint, there are 


decisions both ways, but from a practical approach, such an agreement 
would seem to be highly desirable. 


PRESIDENT EISENHOWER’'S VETO STATEMENT— 
TROUT AMENDMENT 


“l am withholding my approval from S. 2033, ‘Relating to th« 
labeling of packages containing foreign-produced trout sold in the 
United States, and requiring certain information to appear in public 
eating places serving such trout’. 

“The bill would amend the Federal Food, Drug, and Cosmetic Act 
by making its criminal sanctions—imprisonment up to three years o1 
a fine up to $1,000, or both—and certain civil sanctions applicable to th« 
sale, offering for sale, possessing for sale, or serving of foreign-produced 
trout in violation of special provisions which the bill would add to the 
Act with respect to such trout, eacept a certain species of lake trout 
largely imported from Canada. (These special] requirements would be 
in addition to any of the other requirements of the Act and to any 
applicable requirements of State law.) 


“According to the Committee reports, the bill has the three-fold 
purpose of (1) protecting the public and consumer against deceptive 
and unfair acts and practices by requiring truthful disclosure of the 
origin of the trout being sold, (2) protecting our domestic trout pro 
ducers against untair competition from foreign producers of trout, and 
(3) protecting our source of supply for stocking the streams of our 
Nation with game trout 


“Fraud and deception in the marketing or serving of food or any 
other product cannot, of course, be condoned. I am convinced, how 
ever, that to the extent that the provisions and sanctions of the bill 
properly involve Federal functions, they are unnecessary to prevent 
fraud and deception. The Tariff Act and the Federal Food, Drug, and 
Cosmetic Act already provide for necessary labeling of imported prod- 
ucts. Furthermore, the provisions of S. 2033 are discriminatory an: 
oppressive against foreign trade, and to a very substantial extent they 
would invade a field of regulation and enforcement which I believe 
should be left to the States and localities. Finally, the costs of enforce 
ment would be out of all proportion to funds available to the Food and 
Drug Administration for vital functions affecting the health of the 
American people.” 
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REPORTS TO THE READER—Continued from page 500 


United States Department of Health, 
Education, and Welfare. The oath was 
administered by James W. Foristel, 
Acting General Counsel of the Depart- 
ment, in the presence of under Secre- 
tary Nelson A. Rockefeller. Mr. Mintener 
succeeds Russell Raymond Larmon of 
New Hampshire. 

Associated with Pillsbury Mills, Inc., 
Minneapolis, since 1933, Mr. Mintener 
resigned his position as vice president 
and general counsel of that organiza- 
tion to accept the appointment. He had 
served as assistant general counsel and 
as assistant secretary prior to appoint- 
ment in 1935 to the position he has 
now left. 

In addition to his outstanding career 
in business, Mr. Mintener has been an 
active participant in public, civic, edu- 
cation, welfare and religious affairs. He 
has served as a member of the editorial 
advisory board of Foop Druc Cosmetic 
Law JourNAL since September, 1947. 
Other services he has performed include 
the associate trusteeship of Hamline 
University; membership in the Minnea- 
polis Citizens Charter Committee; and 
the chairmanship of the Health and 
Welfare Commission of the Twin Cities 
industry, and of the 
Hoover Commission 


Garment 
Little 


Ladies 
Minnesota 

Born in Trempealeau, Wisconsin, Mr. 
Yale 


degree, in 


Mintener was graduated from 
University, with an A. B. 
1923; was a student at Oxford Univer 
England, from 1923 to 1926 and 
at Harvard School in 1926 
1927; and LL. B. degree 
from the University of Minnesota in 
1929. He practiced law, and was an 
instructor at the Minnesota College of 
Law prior to his joining the staff of 
Pillsbury Mills. 

As Assistant 


partment, Mr. Mintener will have varied 
Among them will be respon 


sity, 


Law and 


received his 


Secretary of the De 


duties. 


sibilities in the area of federal-state 


relations. 

Notices of Food and Drug Judg- 
ments.—Judgments in food cases, num- 
bered 20501-20600, and drug and device 
numbered 4141-4200, instituted 
Federal Food, Drug, and 
Cosmetic Act, are summarized in the 
Department of Health, Education and 
Welfare’s Notices of Judgment, consist- 
during 

year 


cases, 


under the 


issued 
this 


pamphlets 
August of 


ing of five 
June, July and 
Policy 


any 


Department Statement of 
Revised.—Information regarding 
change in concentration not contem- 
plated by an existing food standard or 
any change in name that would more 
food which 
applicable 


appropriately describe a 
conform to an 
standard before a 
for such nonconforming food 
issued by the Secretary of 
Education, and Welfare. (19 
Register, page 5052.) 


does not 
is required permit 
will be 


Health, 
Federal 


In the Food and Drug 


Administration 


Sulfonamide Nose Drops.—Suliona- 
labeled 


such 


mide nose drops need not be 
for sale by prescription only if 
preparations bear adequate directions 
for use and a statement warning against 
their use by patients previously sensi- 
tized to sulfonamides, according to a 
letter from John L. Harvey, Associate 
Commissioner of Food and Drugs, 
dated August 6, 1954. Mr. Harvey 
expressed the belief, however, that 
“there is adequate evidence that other 
forms of sulfonamide medications 
should be restricted to 
sale.’—CCH Foop Druc CosMeti 
Reports, No. 147 (September 9, 
{ 7294 


prescription 
LAW 
1954), 
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